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HTR Study No.: 03-122085-106

Data Collection Form 1 Page Nc».‘E:_Z?-3
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
Visit Code Date Subject Initials Subj e‘-c%%c;een # Study #
Subject -
bject 1 0715 ,0%| D /M /L | Bermanent#: 03-122085-106
Qualification
mm_ dd vy F M L I
Gender: 00 Male { Female . Age: _____2-_@__ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don't
. /7 Know
1. Psoriasis 7 v/ :
2, Eczema ? v /
3.  Skin Cancer ? v %
4. Skin Allergies ? Please specify: v’ /
5. Hives ? V4
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No ) "Yes Ilzgz:
1.  Allergies.? Please specify. : v/
2.  Hepatitis ? y
3.  Heart and Vascular Disease? v,
4. Liver Disease ? I/ /
! 5.  Kidney Disease ? v,
6. Tuberculosis ? / P
7. Diabetes 7 Controlled? Diet[ ] Oral{ ] Insulin{ ] v P
8. Cancer ? [V
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? L7
10.  Organ transplant ? v, /
11.  Any other condition not listed ? Please specify: ,/
Is the subject taking any medication? I yes, please specify below:
IIL. MEDICATION No ;| ¥es pon't
1.  Antibiotics, oral or systemic ? v P
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V s
3.  Heart Medication ? [V P
4, TInsulin? v’ /
S,  Other? V4
Comments;
Based on the above medical history, the subject is: . D@lified or [ Not qualified for the study.
Interviewer's Signatyfe: ‘ Date: D ’—l / l 5 / 05
mm dd Yy



Data Collection Form 2 HTR Study No.: 0
INCLUSION / EXCLUSION FORM

3-122085-10
Page No.: - 22

Visit Code Date Subject Initials s“b}i%?'f”‘ : Study #
Subject Permanent #: ‘
P Qualification 071503 é_/_M_./__L: 03-122085-106
mm dd vy f m 1
INCLUSION CRITERIA
Check one
YES/ NO Subject:
v/, 1. Is 18 through 65 years ?
\/ / . Has signed informed consent ?

v/

. Is healthy as evidenced by responses on DCF 1 7

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

/ /
V',

. Has fingernails that extend no longer than approximately one (1) mumn past the nail bed ?

AW

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

v/

N

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

SIS\

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
4 unless prescribed by a physician for an intercurrent illness 7
11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one -
" YES NO /N/A Subject:
vV 1/ 1. Is currently participating in another clinical study at this or any other facility ?
\/ 7 2. Has participated in any type of hand or arm wash study within the past 7 days ?
(/// 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
v L, 4. Has artificial nails or nail tips?
V.
(/ // 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
‘/ 6. Has eczema or psoriasis on their ha}{és or wrists ?
Female | Femfle | Male | 7+ 15 currently pregnant ? 0 Yes §/No  Of child-bearing potential: @ Yes 0O No
00 Surgically Sterile, year O Post-menopausal, year
/ If of child bearing potential - B-HCG Test Results: # negative [ positive 7] 2;)_ 10 ax/k
t/ 8. Is currently lactating ? / [
/
9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunclogic disease such as ATDS (or HIV positive), Lupus
/ erythematosus, thyroiditis or theumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
/ preclude participation ?

wounds, intravenous management or other bed-ridden related care roles.

‘/ / 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of

, 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

7
Based upon derxg?éogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" ¥ Qualified O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer’s Initials/Date: U‘{B 1 O71 t5 ) 03

! Investigatof:s Signature: 'é/ ‘ // 2//,« % /\/_ Date: mﬁ;n / 9 dd/ & 3 =
e - U i



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. I 275
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b’e/“tss.%““ # Study #
o Test A" Y A2 < ,Aa Lt Permanent #:
/ ; Oi1id7/63 D/ ML
Period mm dd vy F M L I 03-122085-106

I. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, 'and other skin disorders? (&res [INo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Pres [ONo
If no, please explain:

III. Has subject been ill since the last visit? [JYes (Complete below) Ko
IV. Has subject used any new oral or topical medication? [JYes (Complete below) o

_ — , y . - .
Based upon the above responses, the subject is: E¥Qualified L Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INotrelated  [] Possibly related [ Definitely related [ Other (explain)

Action Taken: ONone  [1 Continued onstudy 0 Withdrawn fromthe stndy ~ [J Consulted physician

[J Medication taken (Complete below) [JHospitalized ~ [1 Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ; . Start Date Stop Date Indication
t 1
(Oral or Systemic) Total Daily Dose | /dd/yy | mm/dd/yy (Reason for Taking)
/ / /]
[ / /
/ / / /
Comments:

. Interviewer’s Signature: .
' érv-~ L . N mm dd vy




[T

Data Collection Form 4

HTR Study No.: 03-122%85-106

Pag

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Selution

e No.:

TestDate | SubjectInitials | SuPiect S;"“E" # Study #
07 124103 | S/ M/ L Pe"““le“‘ # 03-122085-106
mm dd vyy F. M L ' :
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
107 10° 10 107 10° 10°¢
%2 162 KM JhTL Wi i
Th Tt 193 13 mTT 44 [ Y
CrU/mDL- X107 Counted by : A | 7.5%.93 CFU/mLE-3X10 7 counted by:_ QWb 28,93

LEFT HAND WASH 1 RIGHT HAND
10! 102 10° 10° 10 10% 10° 10
TRTC AL Ar 4 ThTT AT 55~ a
L34 TATZ 42 7 ™mIT TRIT. | F2 3
TR T ThTC
crumL4-2x/0% Counted by : Ak | 73823 | cFUmL £4X10%  Countedby: (W5 17.29.93
LEFT HAND WASH 11 RIGHT HAND
10 1072 10° 10 10 107 10° 10*
ThTT mry | 9. /3 TATL 232 29 !
mIZ mr | Fe. 12 Tkt 282¥)) 22 | 2
Th TT- v 1T
crumL 8.8x/0% Counted by : 28 | 2-28.23| CFUmL 2.6 XI0%  Cowmedby: (QUB 1 2.2597

FD D0l mart astiyrats At U Tt CourZathdy 7 Tt pLity 28 7. 35.0 3

Calculations by: TINB | 07-29 03 Raw data reviewed by INB  ,08-:01'03

Calculations Verified by: Te | 7-2203

*10-! dilution is the sum of 1.0 mL spread across 3 plates.

Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

Investigator’s ngnamre }é /&\/ Date: g 1 B 1o 3
/'4«/ mm dd Yy




) Data Collection Form 5A
Subject Initials f__iM L, Subject # l

Study No.  03-122085-106

Page No. JIL— 227
ADVERSE EVENTS
. SAE’ Action Relation- lnvestxgator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome

ship naturgi-pate
ud bwnps  Tasa Pl L L | T 17 Pleye

Entry

Date [comment/Note: Pwme é&“@ :& w—w &i% 8‘1@.,0} =

lnmals

2
Y7/o3|

ok Qg@u{ﬁw : u
OhoeR |

_ SAE’ .| -Action Relation-]  Investigator .
Symptom / Event Onset Date| End Date yiN | Severity Taken |Outcome ship Signature/Date
et datby Y/ 9% |

Entry . ’ o

Date Comment/Note: Initials

7&?—52 Fon M %«M o1 _Lovd o /j&ﬂ?@r EFD. ]

' SAE' . Action Relation-
Symptom / Event Onset Date| End Date Severity

Investigator
YN Taken |Outcome

ship Signature/Date

Entry .
Date Comrr?ent/Note.

Initials

Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate 3=Severe

Relationship:  1=Definite 2=Probable 3=Possible

4=Unrelated
Action Taken: - 1=None 2=Rx Therapy

=Discontinued Study ~ 4=Cther (specify)
! Outcome: {1=Resolved w/o 2=Resolved w/ sequelae 3=Ongoing 4=Death
sequelae (describe)

"Sérious Adverse Event/Experiénce



Data Collection Form 6

FOLLOW-UP VISIT Page No. JL — 223
Visit Code Date Subject Initials Subject Screen #: Study #
Follow-up o1/ Zq 10> >y, M L Permapent #: I 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:

o7, 15 03 07,29, 03

mm dd  yy

mm dd vy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

?‘ YES O NO If yes, complete below:

Clinical Observations: (Include date of onset and descrj tions/se'verity/lw
Foth /b/wT/i, sza 27 G Sfeng Ly
/4 : 7 J

@
0/%4%&"‘762 5202

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES ?, NO If yes, complete below
Comments:
Medical Consultant’s Signature: Date

“ﬁ% )awg)é#@ | _Z/:’j?’/ny

Pl

HTR Study No.: 03-122085-106




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JW - 22-?
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
Visit Code Date Subject Initials | Subject Screen #: Study #
Subject :
Qua‘fiﬁj::ﬁon 071503 | T/ LR |FPermanent# 7| oiaa0ss0s
mm dd vy F M L
Gender: E/ Male 0 Female. Age: _24—__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
. /! Know
1. Psoriasis? Vv,
2.  Eczema? v P
3.  Skin Cancer ? v,
4,  Skin Allergies ? Please specify: V' A
5. Hives ? /
Does the Subject have any of the following (present and past)?
JI. OTHER MEDICAL INFORMATION No, | Yes Don't
1. Allergies.? Please specify. Vv /
2.  Hepatitis ? V/
3.  Heart and Vascular Disease? V/
4.  Liver Disease ? Vo,
5. Kidney Disease ? l/ P
6. Tuberculosis ? v ,
7. Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ] v,
8.  Cancer? Vo
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? /
10.  Organ trapsplant ? v
11.  Any other condition not listed ? Please specify: V
Is the subject taking any medication? If yes, please specify below:
III. MEDICATION No , | es Don't
1. Antibiotics, oral or systemic ? v/ P
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? W/
3.  Heart Medication ? V'
5.  Other? Vo
Comments:'
Based on the above medical history, the subject is: [{ualiﬁed or J Not qualified for the study.
Interviewer's Signgture: Date: 0 7 / / ‘5 / a—g
mm dd Yy




Data Collection Form 2 HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM

Page No.: -
Visit Code Date Subject Initials | Supiect Screen #: Study #
. outioeson | 21451 03 T 4R | Rermanent#: g | w-azossi0s
i mm dd f m 1
INCLUSION CRITERIA
Check one
YES / NO Subject:
V. 1. Is 18 through 65 years ?
] / 2. Has signed informed consent ?
" ‘/ 3. Ishealthy as evidenced by responses on DCF 17
\/ /' 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
[/ ) 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
/ 6. Is willix.lg to refrain from qsing arftimicrobia-l soaps (liquids and/or bars) for bathing,
/| showering, and handwashing during the entire study ?
\/ / 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
/ physician for an intercurrent iliness ?
‘/ 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
/ physician for an intercurrent illness ?
(/ . 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ unless prescribed by a physician for an intercurrent illness 7
(/ 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ...
} YES NO / N/A Subject:
/ . 1. Is currently participating in another clinical study at this or any other facility ?

/
/

y

. Has participated in any type of hand or arm wash study within the past 7 days ?
Has cuts, lesions, or other skin disorders on their hands or wrists ?
. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
. Has eczema or psoriasis on their hands or wrists ?

. Is currently pregnant ? 0 Yes 0O No  Of child-bearing potential: 0 Yes O No

0 Surgically Sterile, year 0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: D negative {0 positive
l// 8. Is currently lactating ?

NAWOHN

I R-N RPN F NS KPR RN

Female | Female | Male [/

AN

“w

. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
)i erythematosus, thyroiditis or rheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

(/ 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
A wounds, intravenous management or other bed-ridden related care roles.

\/ 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?

Based upon dermatgfogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" /Qualified [0 Not Qualified for participation in this study.

Reasons for disqualification: Interviewer’s Initials/Date: TYNB /07 i , 6 ! 03

) evestgms S %a/y{ [ﬂ 2/7,, / A_\ Date: mm@/ 7 _ g ?y




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.: TL -231
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Krrte s S Cuied ok Foiiing Subiect Screen #: .
Visit Code Date Subject Initials ¢ / 4/ 2 Study #
3 Test 07 a4 T, L Permanent #:
; \ 124,03 1L’
Period om ad vy F M L a 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, 'and other skin disorders? E’ﬁs ONo
If no, please indicate condition:

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? [@¥es  [No
If no, please explain:

III. Has subject been ill since the last visit? OYes (Complete below) 2o
pd
IV. Has subject used any new oral or topical medication? [IYes (Complete below) N6

Based upon the above responses, the subject is: B(galified 0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [(Notrelated  [J Possibly related  [J Definitely related [ Other (explain)

Action Taken: (INone [0 Continued onstudy [0 Withdrawn from the study  [J Consulted physician

D Medication taken (Complete below) [JHospitalized ~ [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ; : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

. ,.-. . . Date: 07/0?‘//03
- Interviewer 581gnatl;re. é I . /W mm dd yy




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
ot Subject Screen #
Test Date Subject Initials Study #
142 Y
07 124,03 | I s [/ R |Permavent# 03-122085-106
mm dd v | F M L 2 :
BASELINE
LEFT BAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10° 10* 10° 10
TRTC A 15 NS | 4] o)
e | ZI3 19 ™C | 200 | 22
vn—’n i34 Y 2 AT rYP - P N e YRS — <5 af s em o m o
C’FU/'mL‘;qﬂ)__ Counted by ::Iﬂ&_/ ra CF U/mL';__l_L_Iyl Counted by : _:__Jr_l}_@ 0/-28Q3

LEFT HAND ' WASH 1 RIGHT HAND

10! 10 10° 10* 10" 102 103 10"
INTC INIE | b4 27 INTC INTC | 135 | 253
INTC TNTC [ 124 |~ 20 TKTC NIC | 178 115
TNTC. - INTC -

CFU/mL lﬂﬂ@i__ Counted by : M CFU/mL L_(DL_ Counted by : J—ﬂ B /0728 Q3
LEFT HAND WASH 11 RIGHT HAND

10" 10 107 10 107! 10? 107 10
INTC. INTC | 29 | 5 TNTC w™Ne | 32 | 3
INTC INIC | 38 | B INTC INTe | 32 | 7
INTC NTo, .

CFUMmL 3.4xi0* Counted by ‘IND / /07-2803| crUumE-8-8%6%  Countedby: INB__ /y1-2843

3.2X10%_JNB 01-29
% 12903

Calculations by: JNB 107-29-03 Raw data reviewed by 0 (o | G103
Calculations Verified by: TG/ 7902
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC —Too Numerous To Count

Investigator’s Signature: -g% Lf /V%U)/. Date: z /d? / fy}




£

Data Collection Form 6

s HTR Study No.: 03-122085-106
@4)A|° g~ FoLLow-ve visIT Page No. TL— 257
i : .
Visit Code Dpts Subject Initials | Subject Sj"““ i Study #
: Foow-up | 27/ 55,0 | T/ L ; R |Permanent#: 2 | 03-122085-106
Visit mm  dd vy F M L i

Date Subject Entered the Study:

Follow-Up Visit Date:
D27 15, 0% 07,29, 03
mm dd vy mm dd vy

0 YES }ﬁ‘No

If yes, complete below:

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

O YES ffNo

Comments:

If yes, complete below

Has the subject had any health related issues since the treatment procedure?

Medigal Consultant’s Signature: Date
CGQZ . 7 129073
A AV )Y D fbom Tdd ¢ yy
7 7 (/ /




Interviewer's Signature: j [ ’ 5 . ’Da‘té: 22 / ( S;d/ 03

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No&ﬁﬁq
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
_ Visit Code Date Subject Initials S“"j;g z“' cen #: Study #
Qui‘lli%]::ttion 015 /03 | MGy | Fermanenty 03-122085-106
mm dd vyy F M L
Gender: & Male O Female . Age: __¥S  Years
Does the subject have any of the following at the treatment sites?
1 DERMATOLOGIC DISORDER No Yes Don't
: Know
1. Psoriasis 7 —
2, Eczema ? —
3. Skin Cancer ? —
4,  Skin Allergies 7 Please specify: -
S. Hives 7 —
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No “Yes Don't
1. Allergies.? Please specify. —
2. Hepatitis ? —
3, Heart and Vascular Disease? =
4, Liver Disease ? "
) 5.  Kidney Disease ? s
6. Tuberculosis 7 —
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] v
8. Cancer ? o
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10.  Organ transplant ? o
11, Any other condition not listed ? Please specify: Se< be (s S -
Is the subject taking any medication? If yes, please specify below: ' @5"“/ 715703
IL MEDICATION No Yes Don't
. Know
1.  Antibiotics, oral or systemic ? v
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3. Heart Medication ? —
4, Insuln ? -
5. Other ? —
Comments: Allo @urir\o | - Boomg Ixdsy - Gout/ Eldney Stars
Ors it Soln. = 3Th5. /doy — Preseation of Kidney Stones

Based on the above medical history, the subject is: Dﬁxalified or [J

Not qualified for the study.

b2




)

Data Collection Form 2 HTR Study No.: 0
INCLUSION / EXCLUSION FORM

Visit Code Date Subject Initials | Supject Screen #:

106 Study #

Qui?i?:::;o,, __7_/12/03 MG lf? Permanent #: 3 03-122085-106
f m

mm dd

INCLUSION CRITERIA

Check one

NO

Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

alu|lafwin

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

ool

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness 7

AN AN

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

11. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

|} YES NO

Check one -.

N/A

Subject:

1. Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

CNAAN

. Has eczema or psoriasis on their hands or wrists ?

R SN RSO FNR KRR RN

Female | Female

. Is currently pregnant ? 0 Yes 0 No  Of child-bearing potential: 0 Yes 0 No

D Surgically Sterile, year [0 Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 3 negative O positive

\ [

8. Is currently lactating ?

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10, Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

NANANAN

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermatojogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

ualified O Not Qualified for participation in this study.
. Reasons for disqualification: Interviewer’s Initials/Date: 5 [ H A ; o3

Investlgator's Signature: / / % / (/)f*‘ Date: %m 1 g dd-/ &Byy

.: 03-122085-106
Page No.: -




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:.E -2
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SuPiect S“e;”:‘é Study #
Test

03-122085-106

Period 07/23/0] | M/ G ; o | Fermanent#: 3

I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, .a.nd other skin disorders? OYes B0
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bfes [No
If no, please explain:

IH. Has subject been ill since the last visit? OYes (Complete below) ©No
IV. Has subject used any new oral or topical medication? [JYes (Complete below) Ei(o

Based upon the above responses, the subject is: BQualified [ Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INotrelated (] Possibly related [ Definitely related [ Other (explain)

Action Taken: [INone (1 Continued onstudy = [J Withdrawn fromthe study  [J Consulted physician

0O Medication taken (Complete below) OHospitalized  [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication . : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

pod

- Interviewer’s Signature: m N W Date: ?n?n / 2&3 /223
&)



|

Data Collection Form 4

HTR Study No.: 03-122085-106
Page No.:g - Za 21

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
TestDate | SubjectInitials | Uit sc’;’egzp Study #
0723 /05 M /G /P> |Permanents: 03-122085-106
mm ad F. ML 3
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10° 10* 10° 106
INIC 1o 22, INIC 132 I3
TNTC 144 |2 TNTC. | 5)5,/ €
CFU/aL [.3¥ 13" Counted by : INB_107-25:03) CFUMmL |-4% © © "Counted by: JNB /072503

LEFT HAND WASH 1 RIGHT HAND
10 102 103 10% 107 10 107 10
TNTC. TN, | INIC | 2, INTC. INTC _[TNTE
NI INIC | INIC. | 35 TNTC TNTC | INIe | 4
INTC " INTC -
CFU/mL 3 % 0% Comtedby: INB /017503 crumL 5. 4YXID> Countedby: JNB __ /07-2503
LEFT HAND WASH 11 RIGHT HAND
107 10 10 10* 10! 102 103 10
TNTC INR | TNTR| A2 L TN T A | 4]
TNTS TNTL| TARR | 23 TNTC T | rne] 4o |
TNTC . TNTE -
CFUMmL 4.4 X105 Counted by : ___ O/ 7.25.0%| CFU/mL 4. 3 % o> Counted by : cﬁ? [7:35.83
Calculations by: TG [ 73603  Raw data reviewed by ﬁ” 1%:/-93

Calculations Verified by: JNB

[ 072203

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

Investigator’s Signature:

Date:




i -\: \‘

Data Collection Form 5A

Subject Initiats __ MG Subject# 3 Study No.  03-122085-108
Page No.. 1L - Z&‘Z
ADVERSE EVENTS
SAE' Action Relation-| Investigator
Symptom / Event O:xset Date| End Date YN Severity Taken Outcome ship Signature/Date
< — —fr e
cran h:n.ﬁnn.n ’/'25!0'5 77/(93 ‘H‘ l l‘ " A}r /a o (L‘lﬁ?’h
Entry P M 1 5 " T
Dats [comment/Note: A % DQ’QQ , M t ) !E!égals
7
-{:‘5/03 .7 WIMMM&___ _@%
o3\ Bp ol ﬂ,///)}r/ O A e T D ceqes) H
14
SAE' . Action Relation-| Investigator
Symptom / Event Onset Date| End Date Y/N Severity Taken Outcome ship Signature/Date
Entry . o
Date Comment/Note: Initials
- SAE' . Action Relation-| Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
Entry Comment/Noté: Initials
Date ’
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
Severity: 1=Mild 2=Moderate =Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken:  1=None , 2=Rx Therapy 3=Discontinued Study 4=0ther (specify)
Outcome: 1=Resolved w/o

sequelae

!serious Adverse Event/Experience

2=Resolved w/ sequelae  3=Ongoing

4=Death
(describe)



Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.. JL = 25?
Visit Code Date Subject Initials Subject Screen #: Study #
Visit mm dd vy F M L
Date Subject Entered the §tudy: Follow-Up Visit Date:
07,185,003 07,23,03
mm dd vy mm dd_ yy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

?‘: YES 0O NO If yes, complete below:
Clinical Observations: (Include date of ogset and descﬁpﬁoms, etc,)
‘m ow
v 7
Comments:

Has the subject had any health related issues since the treatment procedure?

O YES ﬁNO If yes, complete below

Comments:

Yy

Medicgd Consujtant’s Signature: ’ Date
C.é%‘ ~ , 7 12823
~ G pnam /Z{“{Q fom  dd
/4 /




o~

HTR Study No.: 03-122085-106

Data Collection Form 1 Page No. -2 240
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
| Visit Code Date Subject Initials S“"fé;"““ #: Study #
' Subject 115 /57 L., E B | Permanent#:
. Q 2 Q3 03-122085-106
Qualification mm rr F M L 4
Gender: O Male l?./ Female . Age: __IL_Years

Does the subject have any of the following at the treatment sites?

I DERMATOLOGIC DISORDER No Yes Don't
- 2 Know
1. Psoriasis ? ‘/’
2.  Eczema? v
3.  Skin Cancer ? Vv
4,  Skin Allergies ? Please specify: Vv
5.  Hives? v
Does the Subject have any of the following (present and past)?
0. OTHER MEDICAL INFORMATION No "Yes ID(:;?):'
1. Allergies.? Please specify. Sylfg druas / v ’
2.  Hepatitis ? \//
3,  Heart and Vascular Disease? V/
4. Liver Disease ? V /
5.  Kidney Disease ? V4 /
6.  Tuberculosis ? V. /
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin{ ] v /
8. Cancer ? 4 /
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? / /
10.  Organ transplant ? v’ ]
11.  Any other condition not listed ? Please specify: C‘Cpfeé%ﬁb ] &V\)(leh V4
Is the subject taking any medication? 13 yes, please specify below: AD D
1. MEDICATION No Yes Don't
- Vi Know
1.  Antibiotics, oral or systemic ? v/
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v/
3.  Heart Medication ? v/
4, TInsulin? V /
5. Other? Effexor [50mg lyday Ae_@’&SS.uﬂu snuehy Vv
Comments: Other meds : Strate wa 75 ™mg 1x C)Sﬂ ADD
/

Based on the above medical history, the subject is: D/uahﬁed or [J

Not qualified for the study.

Interviewer's S1gnamu M

Date: 07/ }6/ D%
mm dd yy




Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-1 06{

Page No.: -
Visit Code Date Subject Tnitials | SUPieSt %V““ #: Study #
Subject P s
- Qualification | 224 ? 103 Lf R, ?’ ermanent # 4 03-122085-106
} mm dd  yy | f m 1}
INCLUSION CRITERIA
Check one
YES NO Subject:
V X 1. 1s 18 through 65 years ?
V4 // 2. Has signed informed consent ?
[/ / , 3. Ishealthy as evidenced by responses on DCF 1 ?
‘/I /| { 4, Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7
(/ , 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
f 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
% g
{ / showering, and handwashing during the entire study ?
! / 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
/ 8. Is willing to refrain from using body lotions, medicated/antibacterial Jotions, creams, oils, dishwashing
/ liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by 2
/ . physician for an intercurrent iliness 7
l/ 9. Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a
// physician for an intercurrent illness 7
. 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/’ unless prescribed by a physician for an intercurrent illness ?
L / 11. Is willing to comply with all study protocol requirements ?
Y EXCLUSION CRITERIA
Check on¢ .
#7 ) YES NO /' N/A Subject:
\/ // , 1. Is currently participating in another clinical study at this or any other facility ?
‘/ 2. Has participated in any type of hand or arm wash study within the past 7 days ?
/ 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7
V4% 4. Has artificial nails or nail tips?
l/ / 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
Vi "
[/ Y 6. Has eczema or psoriasis on their hpdds or wrists ? /
Female | Femaly’| Male | 7 1S owrrently pregnant 20 Yes @ No  Of child-bearing potential: & Yes [ No
4 O Surgically Sterile, year 00 Post-menopausal, year
/ If of child bearing potential - B-HCG Test Results: & negative 0 positive 204jn%
/ 8. Is currently lactating ? 1
/.
" 9, Has been medically diagnosed as having a medical condition such as: diabetes,
/ hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
/ erythematosus, thyroiditis or theumatoid arthritis ?
4 10. Has another medical condition which in the opinion of the Investigator would
/ preclude participation ?
/ ‘ 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
/ wounds, intravenous management or other bed-ridden related care roles.
/ 12. Has a known sensitivity to isopropyl alcohot or the ingredients in antibacterial soaps ?
Based upon den;?!égic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" ¥Qualified T Not Qualified for participation in this study.
: Reasons for disqualification: Interviewer’s Initials/Date:__{ ) ; &B / 0115 Q?
/“@Mi ) -
‘ L . g Date: g g 1 O ')7
Investigator's Signature: / mm ad vy



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:E - 2"L
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
. . . Subject Screen #:
Visit Code Date Subject Initials Study #
- T /38
£ - j e.St o / / & L / Z/ Pemanent #:
Period | 2L Pz-ﬁd Z ——3yy —r;—-—-ﬁ-—Lé 4 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? B¥es [ONo
If no, please indicate condition: _
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes  DNo
If no, please explain:
IIL. Has subject been ill since the last visit? (¥es (Complete below) & No
IV. Has subject used any new oral or topical medication? [TYes (Complete below) Ex{G
Based upon the above responses, the subject is: @Qﬁﬁﬁed 0 Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
| Wasreaction related to treatment? [INot related  [J Possibly related [ Definitely related [J Other (explain)
Action Taken: ONone  [J Continued onstudy  [J Withdrawn from the study [ Consulted physician
O Medication taken (Complete below) (JHospitalized [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication - : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose | /dd/yy | mm/dd/yy (Reason for Taking)
i I
A A
/ / / /
Comments:

vy

Interviewer’s Signature: W . O Date: 0m;/ / %dﬁé ; 03
J




HTR Study No.; 03-122085-106
Data Collection Form 4 Page No.: -

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

TestDate | SubjectInitials | Subiect s“,:.;%‘ # Study #
07 124,03 | L E, P |Permanents#: 03-122085-106
mm dd  yy | F M L 4
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10 10° 10
TNTC 4% 10 INTC 134 20
TNTC 94 14 INTC 1R 19
CFU/mLL-2x10} Counted by : INB/07- 2803 CFU/mL 1:3%0 7 Comted by : INB /07-2803
LEFT HAND ) WASH 1 RIGHT HAND
107! 102 10?3 10 10 102 10° 10"
ThIT o | 4§ | 9 1AL1Z mw | Ll 7
.50 TRTT 53 ¢ 1% ThIL | 52 vl
TRIT T
CFUMmL B-1X10% Counted by : _ (A€M 17.29€D | cFumL 5. bxl0* Counted by : (M 17.2%.93,
LEFT HAND ‘WASH 11 RIGHT HAND
10? 10 107 10* 10! 107 107 10
r7T (2o /g 3 THTL Ga /5 3
T 22 | / % gL /2 g
T 7%
CFU/mL |-0X(0% Counted by : M 172993 | CFU/mLB.L X103 Countedby: A&y [7.38.93

Calculations by: JINB /07-29-Q3 Raw data reviewed by ___ 445 | 8-(-03
Calculations Verified by: Tr /[ 7a9-03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

Investigator’s Sigﬂature:%/ /&’Y Date: ﬁ 1 g 10 3
/- / mm dd vy




Data Collection Form 5A

‘sequelae

‘Serious Adverse Even{:/Experience

2=Resolved w/ sequelae 3= =0ngoing

{describe)

o tsas s ) ER AU |
Subject initiais ~—D Subject# T Study No.  03-122085-106
o~ } Page No. ZL=21
ADVERSE EVENTS AT - 244
_ ' ' SAE' Action Relation-| Investigator
Symptom / Event O{:set Date E;/d Date YIN Severity Taken Outcoms ship Slggaturelpate
Reackionto ESSexor| /o | b ?\} l f / "/ % #mﬁw/m
%natg Comment/Note: /&Oﬁ Initials
) | T , j
" 12 IOG'Y( &»qu WW CUfMC gMﬂ g%/
é/‘?/oB . (®) 751/03 .A&m%mbfuczgf_w ,o%ﬂ
._A?///W[ Wﬂd/
SAE' . Action Relation-| Investigator
Symptom / Event Onset Date, End Date YIN Severity Taken Outcome ship Signature/Date
%naiz Comment/Note: Initials
o
J)
: SAE' . Action Relation-|  Investigator
Symptom [ Event Onset Date| End Dato YN Severity Taken Outcome ship Signature/Date
'EDr:g Comment/Note: initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
. yp 1Y g
Severity: 1=Mild 2=Moderate ~ 3=Severe
-'Relationship: 1=Definite 2=Probable 3=Possible . 4=Unrelated
o Action Taken 1=None 2=Rx Therapy 3=Disconfinued Study 4=0fher (specify)
AN .

4=Peath




Pata Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.: ![ - Z‘/ﬁ 5

: v
Visit Code Date Subject Initials Subject Sme“/geb; Study # %u/ﬂ
FSE Follow-up | O 7 2?/ 03 Ly E / 6 Permanent #:
i oW 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07 15 03 07 29 ©3
mm dd yy mm dd yy

that may be indicative of a skin infection?

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
oves Bx%o If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

Ff YES O NO If yes, complete below

v

Comments: ﬁ/)ﬂﬁ» L) WZ’_‘M’] il ;W‘%y(m '

Medical Consultant’s Signature:

—

L,/(/W\/\ c@
i /

Date

7 127, 03

‘mm dd vy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. [E
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
. - . o Subject Screen #:
: Visit Code Date Subject Initials Study #
]
' 102 Y
Subject .
ouat Mect | 02115 /03 L ;T B |Fermanent#: 03-122085-106
mm dd F M L
Gender: 0 Male B/ Female . Age: _QQ__ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC. DISORDER NV Yes Don't
: Know
1. Psoriasis ? V4 )z
2.  Bczema? J
3. Skin Cancer ? v P
4,  Skin Allergies 7 Please specify: v /
5.  Hives? [
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Don't
/ Know
1. Allergies.? Please specify. ' v /
2.  Hepatitis ? v /
3. Heart and Vascular Disease? v ,
4, Liver Disease ? v /
5. Kidney Disease ? ‘ V'
6.  Tuberculosis ? v,
7. Diabetes ? Controlled? Diet{ ] Oral{ ] Insulin| ] V' .
8.  Cancer? [V
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? ey
10.  Organ transplant ? s
11.  Any other condition not listed ? Please specify: v
Is the subject taking any medication? I yes, please specify below:
YL MEDICATION Noy | Yes pont
1.  Antibiotics, oral or systemic ? vV /
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? \/ /
3.  Heart Medication ? v/
4, TInsulin? v /
5.  Other? /
Comments:’
Based on the above medical hlstory, the subject is: Q(Qualiﬁed or [ Not qualified for the study.
Interviewer's S1gn Date: _0 7 19703
mm dd Yy

o1lt



Data Collection Form 2 HTR Study No.: 0

3-122085-1Q6
INCLUSION / EXCLUSION FORM Page No.: I&:Z.’:?J
Visit Code Date Subject Initials | Sopiect Sereen #: Study #
, Qusa?il;';lce:ttion 07116143 | LT 1B |Fermanent# f [ 03.122085-106
i mm dd  vyy f m |
INCLUSION CRITERIA
Check one
YES/  NO Subject:
v / 1. Is 18 through 65 years ?
\/ / 2. Has signed informed consent ?
4 ) 3. Ishealthy as evidenced by responses on DCF 1 ?
/ // 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
|/ A 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?
6

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

AR

é . Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

/ 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
v

physician for an intercurrent illness 7

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

v 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one --.
YES NO_ N/A Subject:
v / 1. Is currently participating in another clinical study at this or any other facility ?
/ A 2. Has participated in any type of hand or arm wash study within the past 7 days ?
/ / 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
v/, 4. Has artificial nails or nail tips?
. // 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
6. Has eczema or psoriasis on their hga(ds or wrists ? /
Female chy Male 7. s comenty pregnent 0D Sﬁ:gigl}?;teﬁg,f;gdibﬁeml ;an pgt m;’igls:tsn;z;auzsfa}f;ear
u If of child bearing potential - B-HCG Test Results: [} negative [ positive
\/ 8. Is currently lactating ?

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus

/ erythematosus, thyroiditis or rtheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
prechude participation ?
11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
Vv wounds, intravenous management or other bed-ridden related care roles.
\ / 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?
"4
Based upon den[;?Zl;gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" @ Qualified O Not Qualified for participation in this study.
Reasons for disqualification: - Interviewer's Initials/Date: U&B 10 7 l 5 ‘03

}
Investigator:s Signature; /g % 2//” % L Date: %m / "@dd/ 0 r))yy
| - ’ 1



HTR Study No.: 03-122085-1

Page No.:E_:‘Q

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“"je;‘ga"ee“ f Study #
: Test 07 ;24,03 L ;T & |Permanents
} N / / / /
Period mm ad vy F M L 03-122085-106

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, and other skin disorders? (¥es [No
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Yes
If no, please explain:

ONo

II. Has subject been ill since the last visit? J¥Yes (Complete below) B/No
IV. Has subject used any new oral or topical medication? OYes (Complete below) &0

Based upon the above responses, the subject is: Eéaliﬁed
Reasons for disqualification:

00 Not Qualified to continue on the study.

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

~

‘Was reaction related to treatment? ONot related  [J Possibly related ] Definitely related {J Other (explain)

Action Taken: ONone I Continvedonstudy [0 Withdrawn from the study

DO Medication taken (Complete below) [THospitalized

{3 Consulted physician
[J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication . : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose | /ad/yy | mm/dd/yy (Reason for Taking)

!l !/
/o A
/o /!

Comments:

' . I3
- Interviewer’s Signature: é £ " . Date: OmZ / ii Y -

7



HTR Study No.: 03-122085-106
Data Collection Form 4 Page No.:]! - Q'fﬂ

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

Test Date Subject Initials Subj ec; S{c)reezn_# Study #
07 124,03 | L, T[> | Permanenti 03-122085-106
mm dd yy| F. M L 5
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 10 10 10 10° 10
At 21y | 35 ny | 24 23
TLTT 222 1% TATL ‘132 YN
CFU/mLZ4¥10” Counted by: b7 59 CFU/L 2-0X 107 Coutted by: (I 7 28.93
LEFT HAND ) WASH 1 RIGHT HAND
101 107 10° 10* 10? 10° 10° 10*
ThTT nwr | 79 /Z TR TT 72T /77 | 1
TAE me | 1Y ¢ AT . \Br | ke
7T .59
CFU/mL 4-6X/0 7 Counted by : _ (40 | 72843 | CFUmL [.EX/0 > Counted by : Q ¥ | 7.25.93
LEFT HAND WASH 11 RIGHT HAND
10 102 107 10% 10" 1072 10° 10*
lba qy L | ~0 72 72 175~ /5" 3
Ll 59 |G o TR )07 a4 <
/7Y .28 -
CFUmLL -BY 109 Counted by : (42 172893 | CFUmMLI 4 X10F Counted by : A 172623

Calculations by: 77\/5 107-29 03 Raw data reviewed by JNB /0@ 0103
Calculations Verified by: o 1S /- 29.023
*10-' dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

Investigator’s Signature; / Date: 9 | 91 3
L mm dd vy




Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.:wa
Visit Code Date Subject Initials Subject Scr|e g#:Q. Study #
Permanent #:
Van X Follow-up 07/_27 1 03 L, T,8 . 03-122085-
' Visit mm dd vy F M L 5 2085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07, 15/ 0> 07129, 03
mm dd  yy mm dd  yy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

O YES %NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES ﬁ NO If yes, complete below

Comments:

M%l Consulfant’s Signagure: ' Date
o T7127, 073
- %V’/V\ {;gvﬂj/h?% - wh ad’ vy

P



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JIC "251
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
| Visit Code Date Subject Initials | SUCigchScreen #: Study #

! )T

Subject 07/ /5/ 0 L. /M /P Pemanent#:é

Qualification o ad Yy F M L

03-122085-106

Gender: 0O Male ({Female . Age: __Q_-_l_ Years
Does the subject have any of the following at the treatment sites?
1. DERMATOLOGIC DISORDER No Yes Don't
. : y4 Know
1.  Psoriasis ? V :
2.  EBezema? Iy
3.  Skin Cancer ? [ A,
4,  Skin Allergies 7 Please specify: V' A
5. Hives ? (/
Does the Subject have any of the following (present and past)?
IL. OTHER MEDICAL INFORMATION No “Yes Don't
: yd Know
1. Allergies.? Please specify. ' V)
2.  Hepatitis ? v
3,  Heart and Vascular Disease? V /
4, Liver Disease ? v/
5. Kidney Disease ? A
6.  Tuberculosis ? %
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] L P
8.  Cancer? o g
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v A,
10.  Organ transplant ? v/
11.  Any other condition not listed ? Please specify: . /
. L
Is the subject taking any medication? If yes, please specify below:
Don't
L. MEDICATION No / Yes Know
1.  Antibiotics, oral or systemic ? '/
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? \/ /
3.  Heart Medication ? v /
4,  Insulin? v
5.  Other? [
Comments£
/
Based on the above medical history, the subject is: Déalified or [J Not qualified for the study.

Interviewer's Signatdre:

. M Date: O~l / 15 / 03
mm dd yy



Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03- 122085

Page No.:

Visit Code Date Subject Initials | SUPject Screen #: Study #
Subject 07:/5:Q3 | L. ;M |Bermanents: 03-122085-106

. . Qualification

A mm dd  wyy Q

INCLUSION CRITERIA
Check one
YES / NO Subject:

v A,
/

1. Is 18 through 65 years ?

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

[/ ) 2. Has signed informed consent ?

'/, 3. Is healthy as evidenced by responses on DCF 1 7

‘/ / 4, Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
I / } 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7

6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

l// showering, and handwashing during the entire study ?
‘/ y 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

/ 8

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?

v

11. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one ...
#~~ ) YES NO /N

Subject:

Vv Y,

1. Is currently participating in another clinical study at this or any other facility ?

Vv

. Has participated in any type of hand or arm wash study within the past 7 days ?

V')

Va

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

/

. Has artificial nails or nail tips?

- Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

Vv /
v

R jnria Wi

. Has eczema or psoriasis on their har(ds or wrists ? /

Female ‘Male

. Is currently pregnant ? 0 Yes & No  Of child-bearing potential:{d Yes O No

O Surgically Sterile, year / O Post-menopausal, year
If of child bearing potential - B-HCG Test Results

i i jal - : ™ negative O positive 77@ ’Qﬁ# .
8. Is currently lactating ? 4

/

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

v
o

ol

10. Has another medical condition which in the opinion of the Investigator would
preclude participation 7

VL

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

7
Based upon deny&gic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" Qualiied O Not Qualified for participation in this study.
Reasons for dlsquahﬁcaﬁon Interviewer’s Initials/Date: < ] ]\”5 / 07 1 503

| te: - - o 3
Investxgaxor's Signature: /é M ? ,(/%\ / Date m?/ @dd/ —

- 155




HTR Study No.: 03-122085-106,

Data Collection Form 3 Page No.: M@B
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- . cps Subject Screen #:
Visit Code Date Subject Initials Study #
/5%
Test N L1 B / 11 s £ | Permanent#:
R G Jikot] B2 a LT T g
Period mm 4 yy F oM L 03-122085-106

L. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? &¥es TNo
If no, please indicate condition:

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B¥es [ONo
If no, please explain:

III. Has subject been ill since the last visit? JYes (Complete below) &@-No
IV. Has subject used any new oral or topical medication? [TYes (Complete below) [¥o~

Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INot related [ Possibly related [0 Definitely related (1 Other (explain)

Action Taken: [INone  [J Continued onstudy O Withdrawn from the study 3 Consulted physician
O Medication taken (Complete below) OHospitalized [0 Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ; . Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose | @ /dd/yy | mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

mm dd yy

| Interviewer’s Signature: m%? W Date: 07 | 2% | 03
i



|

Data Collection Form 4

HIR Study No.: 03-122085-106

Page No.:

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

i\l

CFU/mL of Sampling Solution
TestDate | SubjectInitials | SuPiect Screen # Study #
07 124,03 | L, M, P |Fermanent#: 03-122085-106
mm dd y | F M L lo
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10° 10 107 10°¢
T T J0F. ay TATT /A /4
L% /90 A AT 13Y e)
] 2 i
CFUML2-0¥/0 Counted by : (J#h | 735.53 CFUL L-4¥ 107 Counted by : 226 / 7-35.95
LEFT HAND WASH} RIGHT HAND

107 102 10° 10* 107! 10 10 10

Tyt ML | JOF 2 TRIT R | 9% '/

RTT T | 148 | 17 TRTT e |23 ?

JTAT AT

CFU/mL I-3%103 Countedby: M0/ 22793 | cFUmLT-LX10%  coumtedvy: WA 17.2%.93
LEFT HAND WASH 11 RIGHT HAND
107 10 107 10* 10! 10 10 10%
T AL | 56 i TRTL ZE / /
TR T TR |9 3 T TT Lba | 23 3
ThTT 7k 7T
cFumL 3-Ix10% Counted by : B4 | 725.93 | CFUmLI-b X104 Counted by : (&5 17-25.93,
Calculations by: U-f\] B 107-29 ‘03 Raw data reviewed by :ﬁ\rB / 074 0103
Calculations Verified by: T | 79-23
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count
Investigator’s Signature: /é /f Date: ﬁ L & 03
z V/ //‘ mm _ dd vy




i

Subject Initials L MP__ subjects (o

Data Collection Form §A

Study No.  03-122085-106
Page No.” | !L-—éﬁé/
)
" ADVERSE EVENTS
' SAE’" Actlon Relation- Investigator
Symptom / Event Onset Date| End Dats “YIN Severity Taken Outcome ship Signature/Date
J25ss | 17/03 i o i
' Y
%r:g Comment/Note: P M M & Initials
724 ' ' &P
- V204
Y03 Ve
d
SAE' . Action Relation-|  Investigator
Symptom [ Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
%‘:‘g Comment/Note: [nitials
-
: SAE' . Action Relation-| Investigator
Symptom / Event Onsgt Date| End Date YIN Severity Taken Outcome ship Signature/Date
%‘:{g Comment/Note: Initials
Note: Severity, Relationship and Outcome MUST be determined by principal investigator.
! y princip
Severity: 1=Mild 2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken: _1=None 2=Rx Therapy 3=Discontinued Study 4=COther (specify)A
} 0utc°me: 1=RESOIVed W/O

sequelae

*serious Adverse Event/Experience

2=Resolved w/ sequelae 3=0Ongoing

(describe)

4=Death



. Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No. TL — L
Visit Code Date Subject Initials Subject S“/egﬁ;/ Study #
. Permanent #:
A Follow-up 07 29 03| £ M, P : é 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Vlsxt Date:
07, 15 03 07,29 03

mm dd yy

mm

dd  yy

that may be indicative of a skin infection?

f( YES 0O NO If yes, complete below:

Chmcal Obgervations: (Include date of onget and desc phons/seventy/lo ations etc) W

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

/)AW)L "‘JZ 5- &;

Comments:

Comments:

3 YES ? NO If yes, complete below

Has the subject had any health related issues since the treatment procedure?

Medical C?Ant’s Signature:
QM//@{ ©

Date
L R2 a3
mm dd Yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JL 457
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
| Visit Code Date Subject Initials Subj e'ct, Sacreen # Study #
12 )
Subject 1 A7), 15/03 P A | D |Fermanent#: 03-122085-106
Qualification
mm dd F M L
Gender: 0O Male [‘?J/ Female . Age: ﬁ__ Years
Does the subject have any of the following at the treatment sites?
L DERMATOLOGIC DISORDER No Yes Don't
: / Know
1. Psoriasis ? vV, '/
2. Eczema? v/
3.  Skin Cancer ? V/,
4,  Skin Allergies 7 Please specify: v/
5.  Hives? v
Does the Subject have any of the following (present and past)?
1. OTHER MEDICAL INFORMATION No , | Yes pont
1.  Allergies.? Please specify. VA
2.  Hepatitis ? v Pz
3. Heart and Vascular Disease? |y, 7 h blood pressure | v
4,  Liver Disease ? \/ )
5.  Kidney Disease ? v,
6.  Tuberculosis ? V4
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin[ ] V ~
8.  Cancer? v
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) 7 V4 /
10. Organ transplant ? v
11.  Any other condition not listed ? Please specify: hl&lh Cholesteyol v~
1)
Is the subject taking any medication? X yes, please specify below HET 4
I MEDICATION No Yes Don't
- Z Know
1.  Antibiotics, oral or systemic ? v
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v ,
3. Heart Medication ? \‘%m_%ib%g___@mm a IX d()»uz 1 Vv
4. TInsulin? v
5. Otber? Welchol LA5ma, \Yday - WﬂMU 4
Comments: ZVuthx, 72 m9 R dO-fj HRT ) @
 omemopid o mg —IX - bleod pressune
| & oddond on gen it 7510 g%
@) o/ Q
Based on the above medical history, the subject is: nalified or O Not qualified for the study.

Interviewer's Signatuye:

bt | LB 05
Y,




Data Collection Form 2
INCLUSION / EXCLUSION FORM

HTR Study No.: 03-122085-10
Page No.: -

Visit Code

Date

Subject Initials

Subject Screen #:

A

Study #

Subject
Qualification

mm dd

D_Z/_é_/__&

PAD

Permanent #:

>

03-122085-106

INCLUSION CRITERIA

L

one

NO

Subject:

L.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

alunlrjwin

showering, and handwashing during the entire study ?

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

00§ N

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent iliness 7

physician for an intercurrent illness 7

. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a

10.

Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

] YES NO

Check one ...

N/A  Subject:

L.

Is currently participating in another clinical study at this or any other facility 7

NN

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

N

. Has artificial nails or nail tips?

N

/

y
7
4
/

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

. Has eczema or psoriasis on their hyads or wrists ?

Female | Female

Qonjn s~ lwiN

. Is currently pregnant 7 0 Yes ©® No

8]

If of child bearing potential - B-HCG Test Results: 0 negative

Surgically Sterile, year

Of child-bearing p[opt;,{aal 0 Yes

Post-menopausal, year _199_8

Vi
& No

. Is currently lactating 7

0 positive

. Has been medically diagnosed as having a medical condition such as: diabetes,

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10.

Has another medical condition which in the opinion of the Investigator would

preclude participation ?

11.

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

\\\ DA

12, Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Reasons for disqualification:

0 Not Qualified

for participation in this study.

Interviewer’s Initials/Date

Based upon der*yﬁ(logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" i Qualified

Date:

O3

mm

e &
dd

Yy

l Investxgator‘s Signature: /g ﬁ Z 7/ ,0'/%\/_
Q




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.: T =/
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“b”’;t ,S%““ # Study #
: Test 0 1 ? Permanent #:
| ; 1323/ 03 /AP
Period e | ML 7 03-122085-106

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, 'and other skin disorders?
If no, please indicate condition: __

es [INo

1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes
If no, please explain:

INo

II. Has subject been ill since the last visit? [J¥es (Complete below)

&Ko
IV. Has subject used any new oral or topical medication? [JYes (Complete below) Bl(o

Based upon the above responses, the subject is: B@laliﬁed {J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

‘Was reaction related to treatment? (Not related  [] Possibly related {0 Definitely related {1 Other (explain)

Action Taken: (INone I Continued onstudy [ Withdrawn from the study

O Medication taken (Complete below) [THospitalized

(] Consulted physician
[1 Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)

/ / / /
/ / /!
/ / / /

Comments:

. ‘. . Date: O 23 03
- Interviewer’s Signature: l .
: . imh —~ . [d-,,mr) mm dd vy




HTR Study No.: 03-122085-106

x__éq,

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. cp Subject Screen #
Test Date Subject Initials 11 3 Study #
07123103 | P/ F/ D | Permanent#: 03-122085-106
mm dd vy F M L 7
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10°¢ 10* 10 10°¢
TNTE o5~ 22 | TNTC /58— 2
TNTC /50 27 | TNTC <7+ 73 /2
R ] ] .
CFUMmLRA-2XM° Counted by : __(fn/7:25.03 CFUML].{pX IO Counted by : __cf | 72503

LEFT HAND WASH 1 RIGHT HAND
10! 107 10° 10* 10 10° 10 10
TNTE B2 o] | ( TN ™I | S0 3
™™ ® 254l 7351 i TNTC TN ] A4 B
TNTC - " TN ~
crurmL 4.9 % 7 Counted by : e% /;{/25:03 CFUmL H-YX 1D Comtedby: B /79503
@ “%fi‘j.“bg% o dulto 96 plote
LEFT HAND WASH 11 RIGHT HAND
107! 107 10 10 107 10° 10° 10*
TNTC TNTC 5L -4 b TNTE TNTE 52 5
TNTC TN by 5 TN W | 58 | 12
TN - TNTE -
CFUMmL 5.0 X IOL‘ Counted by : /72:2%03| CFUmL Z -4 X 10'7( Counted by : q;;. [ 73503

Calculations by:

Calculations Verified by: “JNB

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

To_ /1'RAb03 Raw data reviewed by &)Zé [8-/-63
1 01:22-03

Investigator's Signature:

Date:




Data Collection Form 6 HTR Study No.; 03-122085-106

FOLLOW-UP VISIT PageNo. JL — !
Visit Code Date Subject Initials Subject S“"I’e‘%#‘ Study #
. P t #:
~ Folow-up | 01/ 2%/ 0D P/ A/ D |Fermanen 7 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07,15, 05 07,23,05
mm dd yy mm dd yy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

0 YES ? NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

0O YES ?f NO If yes, complete below

Comments:

Medical Conspltant’s Signature: Date
?

728,23
. Mﬂ ,,%O

mm dd yy




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.JE -4 oL
DEMOGRAPHICS/'DERMATOLOGICAL/MEDICAL HISTORY FORM '
i Visit Code Date Subject Initials Subject/S;c{eBen # Study #
Qui‘ﬁg:::ion 07,15,03 | & /-, [} |Permanent#: 03-122085-106
mm dd vy F M L
Gender: O Male \d Female . Age: ___é___Years

Does the subject have any of the following at the treatment sites?

1. DERMATOLOGIC DISORDER No Yes 1]232;
1. Psoriasis ? -
2. Eczema ? -
3. Skin Cancer ? -
4. Skin Allergies ? Please specify: -
5. Hives ? P
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 1]232;:
1. Allergies.? Please specify. —
2. Hepatitis ? ——
3. Heart and Vascular Disease? -
4,  Liver Disease ? o
5. Kidney Disease ? —
6. Tuberculosis ? -
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin{ ] -
8. Cancer ? —
9. Auto-immune disease (Lupus erythematosus, thyroiditis, ATDS, etc.) ? -
10.  Organ transplant ? _
11.  Any other condition not listed ? Please specify: %d -
Is the subject taking any medication? Ifyes, please specify below: '
IIL. MEDICATION No Yes pomt
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? e
3.  Heart Medication ? i
4, Insulin ? . -
5. oter? Zdoty SOmg \yvdaw (AapsSim) o
B N/ v
Comments:
Based on the above medical history, the subject is: Eﬁualiﬁed or J Not qualified for the study.
. . . K
Interviewer's Signature: - Date: O 7 / } ® / 03
mm dd vy
. : { hat ] / o



Data Collection Form 2 HTR Study No.: 03-122085-106

INCLUSION / EXCLUSION FORM Page No.:

Visit Code Date Subject Initials | SUCiect S“/§“ #: Study #

Qusa?i?i]ceac:ion 07,15, ‘5—/;5 ﬁf—/—l:/—*,b Permanent #: q 03-122085-106
m

mm dd

INCLUSION CRITERIA

Check one

NO

Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

ajfwnips|lwin

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

-3

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent iliness ?

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness 7

10. s willing to refrain from using topical or systemic antibiotic medication dunng the entire study,
unless prescribed by a physician for an intercurrent illness ?

NN OIS NN

11. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

YES

Check one ...

N/A

Subject:

1. Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

NN B

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

Has eczema or psoriasis on their hands or wrists ?

I N- N KN I EWR V)

Female

&
g
B,
o

Male

. Is currently pregnant 70 Yes .&¥"No  Of child-bearing potential:J3*Yes [ No
0 Surgically Sterile, year O Post-menopausal, year

If of child bearing potential - B-HCG Test Results: i negative [ positive '7]23! 03
8. Is currently lactating ? LA

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or theumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

NNANAENA

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon derm

logic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

Qualified O Not Qualified for participation in this study.

[
Reasons for disqualification: Interviewer’s Initials/Date: 8% / 7 [%/D:ﬁ

)

Investigator:s Signature: /g A/ 2/ 44//// /\/ Date: a 4 dd/ Qo %yy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. T - A&
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM '
Visit Code Date Subject Initials S“bj;c;zsg een #: Study #
- Test 07 232,032 Permanent #;
: ; (230 A/ L/ &
Period o dd vy ML % 03-122085-106

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, 'and other skin disorders? B’és ONo
If no, please indicate condition: _

I. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B’és [INo
If no, please explain:

1. Has subject been ill since the last visit? JYes (Complete below) @ﬁ o
IV. Has subject used any new oral or topical medication? OYes (Complete below) ENG

Based upon the above responses, the subject is: Maliﬁed [0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? ONot related [ Possibly related [ Definitely related [J Other (explain)

Action Taken: ONone  [J Confinued onstudy  [1 Withdrawn fromthe study [ Consulted physician

O Medication taken (Complete below) [JHospitalized I Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm /dd/yy mm/dd/yy (Reason for Taking)
/ / /]
A [
o ;]
Comments:

- Interviewer’s Signature: é [. / - Date: Ionz / :1 3 / ;3




I t 4

HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. oo Subject Screen #
Test Date Subject Initials 2 Study #
123
072303 | A /L, B |Fermanent#: 03-122085-106
mm dd yy | F M L 8
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10+ 10° 10°¢ 10* 10° 10%
TNIC ) Ig NIC | 13l i
TRTC 4— | 19 INIL_|_ 750 13
e}
CFU/mL . ¥10 'Counted by : INB 7 07-25:3 CFUL L 4%/0” Comted by : INB 1072503

LEFT HAND WASH 1 RIGHT HAND
10 102 10° 10 10? 10° 10° 10
NTC. TNIC |[INTC | 32— INIC NI 1 8- [ 15
INTC INTC |TNTC |_— INTC TNIC -1 10
INIC INIC -
CFUMmL 43 X fo" Counted by : YNB__072503| crumL §.8 X o comtedby: INB 677503

LEFT HAND WASH 11 RIGHT HAND
107 107 10°% 10°* 10 10 10° 10*
TNe | Tae | 234 L 24 TNTE TNR | |52 22—
TNTC TN @279 Zg TN Ne | /971 726
TNTC _ - TNTC =
CFUMmL 3:\X 1o~ Counted by : __ G /7-2502 | CFUmLR.2% 1b° Counted by : ___ g [1:35:02

@ @otzs coumtzd Qe to cavdnb by of plate 72603 gh

Calculations by:

Calculations Verified by:

INB

107-24-:03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC ~ Too Numerous To Count

“To /783 Raw datareviewed by ﬁ W %.1-¢3

g

Date:

mm

18105
dd vy

Investigator’s Signat\u% %z / /&\6 f



Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT page No. JL — dole

Visit Code Date . | Subject Initials Subject Sereen #: Study #
~, Foowup | 07/ 23 103 | A ; by B |Permanent#: Q3 | 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study:

Follow-Up Visit Date:
07,15,03 O07,2%,03
mm dd  yy mm dd vy
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?
O YES ﬁ NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

0O YES Ff NO If yes, complete below

Comments:

mm dd vy

Medic#} Consylfant’s Signature: ’ Date
éﬁ ~ 7 128705
= AW M € 7
L4 ﬂ / .

)



S

HTR Study No.: 03-122085-1 5
Data Collection Form 1 Page No. I -
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
Visit Code Date Subject Initials | Subject Screen #: Study #

mm dd

Subject 5 ‘Z 2 Permanent #:
Qualification 67/ /&5 AF /5/ L ?

03-122085-106

Gender:

O Male ISZ/ Female .

Age: ﬁ'g Years

Does the subject have any of the following at the treatment sites?

1. DERMATOLOGIC DISORDER No Yes Don't
. / Xnow
1.  Psoriasis ? V4 P
2.  Eczema? / ,
3. Skin Cancer ? Vv P
4, Skin Allergies ? Please specify: v /
5.  Hives? v’
Does the Subject have any of \the following (present and past)?
II. OTHER MEDICAL INFORMATION No / "Yes Don't
Know
1. Allergies.? Please specify. v/
2.  Hepatitis? V' /
3,  Heart and Vascular Disease? ]/ /
4.  Liver Disease ? v/
) 5.  Kidney Disease ? 1/ /|
6.  Tuberculosis ? e /
7.  Diabetes? Controlled? Diet[ ] Oral[ ] Insulin| ] V'
8.  Cancer? L
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v
10.  Organ transplant ? /
11.  Any other condition not listed ? Please specify: ‘
Is the subject taking any medication? If yes, please specify below:
Don't
JILA NIEDICA'TION No / Yes Know
1.  Antibiotics, oral or systemic ? V,
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? v
3.  Heart Medication ? v/
4,  Insulin? %
Ss. Other ? /
Comments;
L
Based on the above medical history, the subject is: Q{uaﬁﬁed or O Not qualified for the study.
Interviewer's Signgfure: . . Date: 07 / ) 5 / 0-3
mm dd vy




Data Collection Form 2

. HIR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM

Page No.: -
Visit Code Date Subject Initials | SUiect ‘%’“" # Study #
Subject ; Permanent #: ‘
- Qualification ﬂ_Z/_/@@ A./ﬁ/_D 03-122085-106
/ ¥ mm dd vy f m |
\ INCLUSION CRITERIA
Check one
YES NO Subject:
V' / 1. Is 18 through 65 years ?
[/ /| 2. Has signed informed consent ?
[/ P 3. Is healthy as evidenced by responses cu DCF 1 ?
/ y 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
f / /L 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7
i ‘/ , 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?
1/ ) 4 7. Is willing to refrain from using anti-dandruff shampoo during the entire study 7
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
s physician for an intercurrent illness 7
l/ 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
/ physician for an intercurrent illness ?
\/ . 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
\/ 11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one .-
Ao~ 1 YES NO / N/A  Subject:
l/ 1. Is currently participating in another clinical study at this or any other facility ?
‘// 2. Has participated in any type of hand or arm wash study within the past 7 days ?
‘/ /V , 3, Has cuts, lesions, or other skin disorders on their hands or wrists ?
\/ / 4. Has artificial nails or nail tips?
\ /,/ 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
\/, 6. Has eczema or psoriasis on their hapds or wrists ? /
Female | F e | Male 7. Is currently pregnant 70 Yes ®No  Of child-bearing potential: @ Yes O No
/ 0O Surgically Sterile, year 0O Post-menopausal, year
A If of child bearing potential - B-HCG Test Results: # negative [0 positive 754 /03 .3&_/_
l/ 8. Is currently lactating ? /o
v
9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
/ erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
/ preclude participation 7
‘/ " 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
/] wounds, intravenous management or other bed-ridden related care roles.
‘/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?
Based upon dermagblogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" ¥ Qualified O Not Qualified for participation in this study.
| Reasons for disqualification: Interviewer’s Initials/Date: TNB 0T 03
o, -
, / pate: & 1 & | O
Investigator's Signature: o ad vy



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No..JL -
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | SUpiectScreen #: Study #
- Test 07/3\{’, 03 A I? /'D Permanent #;
Period mm dd vy F M L G[ 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, land other skin disorders? E’(es No
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes
If no, please explain:

[ONo

II. Has subject been ill since the last visit? OYes (Complete below) &%o

IV. Has subject used any new oral or topical medication? [TYes (Complete below) Eﬂ(o

Based upon the above responses, the subject is: Hfualified O Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported:

Date Resolved:

Describe condition:

‘Was reaction related to treatment? [ONotrelated  [J Possibly related [ Definitely related [] Other (explain)

Action Taken: (ONone [0 Continued onstudy [0 Withdrawn fromthe study  [J Consulted physician

D Medication taken (Complete below) OHospitalized  [] Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication . : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:
. Date: 07 | &Y | 63
- Interviewer’s Signature: ’
gnatu 6 S E ) /W mm dd Yy




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. s Subject Screen #
Test Date Subject Initials Study #
150
07 124,08 | B/ P, D |Permavent#: 03-122085-106
mm dd vy F M L q
BASELINE
LEEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10" 107 10 10* 10° 10
™™ 226 9 e 224 20
N 140 8 ™G 138 12
CFU/mL2-1X10 | Counted by : 445 _/ 7-2%-03 CFU/mLISXI0 7 Counted by : S5/ 7-28-63

LEFT HAND WASH 1 RIGHT HAND
107! 102 10° 10* 10" 107 107 10*
VL hste 19( 26 INTC TArte 22y |25
e ore | 176 | 20 T e | L3 |22
IC I ™
CFU/mL 2:1 X 107 Countedby : %§ _/7-2603 | CFU/mL2.3XI0 3 Countedby: %S /7-18-03
LEFT HAND ‘WASH 11 RIGHT HAND
107 10 107 10 10" 107 10° 10
TR oo | R | S T e | 31 \
AU T (L us | M AL Wi | 34 >/
TG o -
CFU/mL4-2) (¥ Countedby: s A®SS | CFU/mL 8.2X104 Countedby: S /1.3
Calculations by: IONB  /07-29-03 Raw dasa reviewed by d B 12.7.03
Calculations Verified by: T | 7:2%2:03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count
Date: g / g / 1) 3
mm dd vy

Investigator’s Signature: /g M /&\
7 y/




PData Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT PageNo. JL— 27/
Visit Code Date Subject Initials Subject S““"%’?) Study #
; Follow-ip | 07/ 29 03| Py P D | Permanents: ? 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
02715 O3 07, 29,03
mm dd yy mm dd  vyy

that may be indicative of a skin infection?

0 YES '7[ NO If yes, complete below:

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Comments:

0 YES p’ NO If yes, complete below

Has the subject had any health related issues since the treatment procedure?

Medical Consulfant’s Signature:
<

V;MV ///%-@

Date

T RO

‘mm  dd vy




HTR Study No.: 03-122085- 106

Data Collectioxi Form 1 Page No ‘E_ 7 L-
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM
A Visit Code Date Subject Initials Subj e;t‘Sgcreen " Study #
bject ~ -
Qui‘llifilceaction 391’1?—’ 63| R /LM | Permanent: \O | 03122085106
mm F M L
Gender: Z/ Male [0 Female. Age: __@;:_L__ Years
Does the subject have any.of the following at the freatment sites?
I DERMATOLOGIC DISORDER No Yes pont
1. Psoriasis ? Y
2. Eczema ? P
3. Skin Cancer 7 -~
4, Skin Allergies 7 Please specify: -~
5.  Hives? —
Does the Subject have any of the following (present and past)?
0. OTHER MEDICAL INFORMATION No "Yes 1232:
1. Allergies.? Please specify. e
2. Hepatitis ? o
3. Heart and Vascular Disease? -
4.  Liver Disease 7 -
~) 5.  Kidney Disease 7 /
6. Tuberculosis ? "
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin] ] _
8. Cancer ? -
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? e
10.  Organ transplant ? ' —
11.  Any other condition not listed ? Please specify: 1ya ol . QY "
. ’ L
Is the subject taking any medication? If yes, please specify below:
III. MEDICATION No Yes pon't
1.  Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? g
3.  Heart Medication ? 7
4, Insulin ? /
5. Other? \\ tedivy ”), M4, ‘*‘Lda,q When iooded 1y
Comments: W m% odded pw\ .Auﬂﬂu‘} 7//5/03 o
) Based on the above medmal history, the subject i is: Eﬂxalxﬁed or [ Not qualified for the study.
: Interviewer's ngnature Date: D7 / /S Qg B
mm dd vy



Data Collection Form 2 HTR Study No.: 03-122085-106

INCLUSION / EXCLUSION FORM Page No.: X\ — ] 79
Visit Code Date Subject Initials | SUPie Sc,%‘“ # Study #
Subject Dj g K L, M Permanent #:
. (S 6% = 03-122085-106
A Qualification mm dd vy f m 1 10
INCLUSION CRITERIA

Check one
NO Subject:

1. 1s 18 through 65 years 7
. Has signed informed consent ?
. Is healthy as evidenced by responses on DCF 1 ?

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingemnails that extend no longer than approximately one (1) mm past the nail bed ?

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

Ajwlip]|WIN

8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an infercurrent illness 7

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10, Is willing to refrain from using topicai or systemic antibjotic medication dunng the entire study,
unless prescribed by a physician for an intercurrent iliness ?

11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

NN NS

Check one ...
) YES NO N/A Subject:

1. Is currently participating in another clinical study at this or any other facility ?
. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

. Has eczema or psoriasis on their hands or wrists ?

. Is currently pregnant 70 Yes O No  Of child-bearing potential: 1 Yes 0 No
[0 Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: O negative 0 positive
8. Is currently lactating ?

NN

Sl lsaiwiN

Female | Female { Male

N

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

/’ 10. Has another medical condition which in the opinion of the Investigator would
/

preclude participation ?

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles,

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermagologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified [ Not Qualified for participation in this study.

Reasons for disqualification: Interviewer’s Initials/Date: S% / 7 / l S/OB

Investigator's Signature: /g W ~_ Date: g 1 g dd/ o '\Zy




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No..JL - 2
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Supject S“’”}‘Z‘g Study #
) Test 097 /0 f ;) £/ Permanent #:
Period _Z.mm -“Z‘S-d 1 “% ¥ M -m-L 03-122085-106
1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, 'and other skin disorders? JYes @Ng
If no, please indicate condition: _
II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B¥es  [INo
If no, please explain:
III. Has subject been ill since the last visit? [JYes (Complete below) 2o
IV. Has subject used any new oral or topical medication? [JYes (Complete below) 2o
Based upon the above responses, the subject is: BQualified [ Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
’ Was reaction related to treatment? UNot related (] Possibly related [ Definitely related [ Other (explain)
Action Taken: INone  [1 Continued onstudy U0 Withdrawn fromthe study ~ [J Consulted physician
O Medication taken (Complete below) [JHospitalized [ Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication - : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
A /o
r A
/o /o
Comments:

vy

. ,‘.. . Date: 07/ X3 | o=
tnterviewer's Sgnatwre: B 71 737 Comoven - da
d

79



Data Collection Form 4

HTR Study No.: 03-122085-106

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

Page No.:

”

CFU/mL of Sampling Solution
TestDate | Subject Initials | SUoioct Screen# Study #
072303 | R, LM |Fermanent#: 03-122085-106
mm dd yy | F M L /0
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 107 10° 10* 10° 10
NIC 7;,59/ 17 TNTC 14y~ 20
TNTQK 42— [0 INTC @, 4
CFUML|-2 X 1® Counted by : JNB /07-2503 CFU/mnL /-4X (07 Counted by : JJNB /077503

LEFT HAND WASH 1 RIGHT HAND
10" 102 10 10* 10 10% 10’ 10
“INTC. TRTC | TNTC FE— INTC INIC | INIC 5
INIC TN | INTC | 947 _ “INTC TNIC [ INIC |53 __
N - TINTC ~
cFU/mLG. 3 X [0~ Counted by : INB /072603 cFumL 5.2X 10> Countedby: JNB 72503,
LEFT HAND WASH 11 RIGHT HAND
107 = 102 10° 61}0“1 10" 107 103 10
TNTC. NI |]B5- | | TNTC WNIC | 17221 29
INTC INTC [701 - | 24 TNTC NI [T9a3 -1 %6
TINTC ~ TNTC ~ ~
CFUmL 1. § X 10> Counted by : JNDB /872603 | cFumL 2_4X B> Coutedby: INB 571251

Calculations by: [T} Mo ( Raw data reviewed by d [72] ; 9103
Calculations Verified by: 701-24 -

*10-! dilution is the sum of 1.0 mL spread across 3 plates.

Underlined values are used for calculation of CFU/mlL.

TNTC - Too Numerous To Count

Investigator’s Signature:/ Z m
7
v

Date:

=

///

mm

dd

17 %
¥y




Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.. JL = 27l
Visit Code Date Subject Initials | Subiect S““T’ig Study #
) \ } FO“OW'\IP 07 / 2% / 03 R / L' / M Perma.nent # 'O 03-122085-106
Visit mm dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:

0715, 03 07, 23,05

mm dd  yy

mm dd  vyy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

O YES ? NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES ;( NO If yes, complete below

Comments:

Medicdl Consultant’s Signatuye: Date

. o
)4-© HZ lﬁ% yy3




Page No.:
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM A
~ Visit Code Date Subject Initials S“bj‘,‘"[ssgme“ # Study #
Subject |\ 9,15, 03| S LB |Fermavent: 03-122085-106
Qualification ¢ '
mm dd vy F M L
Gender: O Male l{ Female . Age: _Q&___ Years
Does the subject have any of the following at the freatment sites?
L DERMATOLOGIC DISORDER Nop | Yes ot
1. Psoriasis ? v '
2.  Eczema? v /
3. Skin Cancer ? v /
4,  Skin Allergies 7 Please specify: v/
5.  Hives? P
Does the Subject have any of the following (present and past)?
Y. OTHER MEDICAL INFORMATION No "Yes S/ 12:)12;
1. Allergies.? Please specify. s0g5onal . , v
2.  Hepatitis ? V4
3.  Heart and Vascular Disease? h(ah b_lpod DYELSOUNE, J Vv’
| | 4, Liver Disease ? v’ %
5.  Kidney Disease ? v ]
6. Tuberculosis ? / )
7.  Diabetes? Controlled? Diet[ ] Oral{ ] Insulin[ ] V.
8.  Cancer? v,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? V4 )
10.  Organ transplant ? 4
11.  Any other condition not listed ? Please specify: hu Dﬂﬁ)UYdelS m v
Is the subject taking any medication? Ifyes, please speclfy below
Don't
L MEDICATTION No y Yes Know
1.  Antibiotics, oral or systemic ? ‘//
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? V4 ,
3. Heart Medication ? AVQ'PVO 260ma | X dav ] v/
4.  Insulin? 4 ’ v/ J
5. Other? See_below v
Comments:  Ofher meds: Synthvoid 0.2 Ixday  hypothyradism
I

HTR Study No.: 03-122085-106
Data Collection Form 1

Based on the above medical history, the subject is: Quahf‘ ed or [}

Not qualified for the study.

Interviewer's ngnature@gmw E; -Date: 07 / 16 / 03
mm dd

p24

997



Data Collection Form 2

HTR Study No.: 03-122085-1 %
INCLUSION / EXCLUSION FORM Page No.: -
Visit Code Date Subject Initials S“bjﬁ,‘) %?' een #: Study #
oy oot | 02:145/03 | QL [B |Fermavent# ‘ \ 03-122085-106
B mm dd vy f m 1
INCLUSION CRITERIA
Check one
YE NO Subject:
v / 1. Is 18 through 65 years ?
\/ // 2. Has signed informed consent ?
i / / 3. Is healthy as evidenced by responses on DCF 17
'. / // 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
'\// } 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7
/ 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?
vV . 7. Is willing to refrain from using anti-dandruff shampoo during the entire study ?
8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?
, / 9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
A physician for an intercurrent illness ?
l/ 10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
/ unless prescribed by a physician for an intercurrent illness ?
l/ 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ..
#™ } YES NO/ N/A Subject:
(/ // 1. Is currently participating in another clinical study at this or any other facility ?
1/ // 2. Has participated in any type of hand or arm wash study within the past 7 days ?
\/ 3. Has cuts, lesions, or other skin disorders on their hands or wrists 7
V. / 4. Hes artificial nails or nail tips?
\/ )4 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
|/ 6. Has eczema or psoriasis on their hagds or wrists ?
7. Is currently pregnant? 0 Yes 0¥ No  Of child-bearing potghtial: 0 Yes ¥ No
Female Fi 5’ Male O Surgically Sterile, year Post-menopausal, yearlﬂﬂj
If of child bearing potential - B-HCG Test Results: O negative 0 positive
\/ 8. Is currently Iactating ?
/
9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or theumatoid arthritis ?
4 10. Has another medical condition which in the opinion of the Investigator would
\/ preclude participation ?
¥ 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
o/ wounds, intravenous management or other bed-ridden related care roles.
\/ 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?
Based upon derryd(ogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
- @ Qualified DO Not Qualified for participation in this study.
, Reasons for disqualification: Intcwiewer’s,lxﬁﬁals/Date:__m 0115-03
A~ -
' oo Date: OB 1 10 1 O
Investigator's Signature: Q'W [ 6 Le S oy aa 3yy
V)




HTR Study No.: 03-122085-10

Pata Collection Form 3 Page No..JL -~ A
INTERCURRENT JILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials Sub_\e;toS%reen # Study #
£ ; Test 3,0 S L Permanent #:
, Peroa | OLid31 03 1 &1 6 1

03-122085-106

mm dd vy F M L

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? B’é [ONo
If no, please indicate condition: _ '

TI. Has subject used non-antibacterial soap and followed the instructions in Appendix B? Bﬁs [No
If no, please explain:

T Has subject been ill since the last visit? [JYes (Complete below) B/No
IV. Has subject used any new oral or topical medication? JYes (Complete below) QNO/

Based upon the above responses, the subject is: B@aliﬁed {J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? ONot related  [J Possibly related [ Definitely related [ Other (explain)

Action Taken; ONone [ Contimied onstudy [ Withdrawn from the study ¢ [l Consulted physician
0O Medication taken (Complete below) OHospitalized ~ [1 Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication ' . Start Date Stop Date Indication
t:
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
{ / / /
/ / / /
/ / / /
Comments:

e . . pate: O/ 23, ©3
- Interviewer’s Signature: é Z ) /I o ad yy




Data Colle

ction Form 4

HTR Study No.: 03-122085-106
Page No.: -

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS

CFU/mL of Sampling Solution
TestDate | SubjectInitials | Suriect Screen# Study #
072303 | S/ L, B |Permanent#: 03-122085-106
mm dd yw | F M L 1
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 107 10 10* 10° 107
INTC 45 _. 20 INTC 160~ (Z_{a,
w™Ne [ I . | 12 INTC | 44 2]
/ -
CFU/mL\S ¥ 187 Counted by : TNB 107.26:03 CFUMmLY- | X1D' Counted by : JNB__/87-25:03

LEFT HAND WASH 1 RIGHT HAND
107 10% 107 10° 10 10? 1073 10°
INTC TNIC | |62+ |7 INTC INIC | |50~ 2
NI [ INTC [179 -1 21 NI [TNIC "27780( 24
INTC TNTC '
CFUML L.b X 15~ Counted by : INB /672503 | crumL2-4¥ 162 Countedby :INB___ A1-2503
LEFT HAND WASH 11 RIGHT HAND
107! 102 102 10* 107! 102 103 10*
TNTC | TNTSC| 124+ 1 TINTC INTE | 1372+
INTC | TNTC] 54t 15 TN W | 271 )5
TNTC TNTC -
CFUmL 14X s> Counted by : %%/ 72:35-93| CFUmL /.3 X zb‘f Countedby: ___ G /73503
Calculations by: [0/ 722L03 Raw datareviewed by 0@ [ £:1.93
Calculations Verifiedby: _(JNB  /07-29-03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC —~Too Numerous To Count o
@) Dd not esfimate cue 45 couvﬂ-abt\xhj of the plate. INB 072503
Tnvestigator’s Signature: Date: /A7
vestigator’s Signa 6/2%7 ate — - vy




Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT pageNo. TL— 23
Visit Code Date Subject Initials Subject S‘“’e‘{ 855 Study #
- = "
S Foowup | 01/ 2%/ 03 | _ S/, L/ B |FPermanent#: // | 03122085106
Visit mm dd vy F M L

Date Subject Entered the Study:

Follow-Up Visit Date:
07 15,03 07, 2%, 03

mm dd vy
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

mm dd vy

that may be indicative of a skin infection?
O YES ﬁ NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

J YES F NO If yes, complete below

Comments:

Medical Consultant’s Signature: ' Date
C;ﬁ % - Q’N@@ ' 7 12503
- A AU AN ) ch o ad

(4
Yy

mm




Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-106

; Visit Code Date Subject Initials | SuPiect wee" #: Study #

mm dd

Subject -
Qua‘llii‘i]:action 0B, H’.ﬁ E /L /@ |Fermanents 03-122085-106
F M L

IZ

Gender: 0 Male 2/ Female .

Age: CQS Years ]

Does the subject have any of the following at the treatment sites?

1. DERMATOLOGIC DISORDER

Don't
Yes Know

1. Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

bl Bl B B

Hives ?

NG

Does the Subject have any of the following (present and past)?

II. OTHER MEDICAL INFORMATION

. Don't
Yes Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease ?

Kidney Disease 7

Tuberculosis ?

Diabetes? Controlled? Diet[ ] Oral[ ] Insulin{ ]

Cancer ?

wlof ool o s win e

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ?

0. Organ transplant ?

VRIS YAK LY 2

11.  Any other condition not listed ? Please specify: S\N\W\O\,

. 4B
Is the subject taking any medication? If yes, please specify below: d&?;atv\e &S

L. MEDICATION

Don't
Yes Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

1
2.
3,  Heart Medication ?
4 Insulin ?

5

NN 2

Otber ? 3-mo\u3\m Oong- dany (astama ) v

Commentiég\t,@ WQ—‘\Q QS‘“%« \K&Oﬂ CA\ZZ\ \MA&B

Or¥n ~ ’Tﬂmicl %

D% 7SI

Based on the above medical history, the subject i 1s ﬁQualiﬁed or [J

Not qualified for the study.

Interviewer's Signature: m CL %[/MW

Date: OD_/ / E;/ 6\5

p24

Page NOE_:Z%Z'



Data Collection Form 2 HTIR Study No.: 03-122085-10
INCLUSION / EXCLUSION FORM JI_-_ééa

Page No.:
Visit Code Date Subject Initials S“““‘f“?“ #: Study #
o Subject 05,03 E ;L& |Fermanent# 03-122085-106
) ualification —_— — ’
] mm dd vy f m 1
INCLUSION CRITERIA

Check one
NO Subject:

1. Is 18 through 65 years ?
. Has signed informed consent 7

. Is healthy as evidenced by responses on DCF 1 7

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study 7

Ajwnidlwin

~3

8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

9. Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

NSNS RN B

Check one .

} YES NO N/A Subject:

1. Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
. Has eczema or psoriasis on their hands or wrists ?

. Is currently pregnant ? 0 Yes .2"No  Of child-bearing potential:®f Yes O No

0O Surgically Sterile, year / O Post-menopausal, year
If of child bearing potential - B-HCG Test Results:

negative O positive 7@;@3_%&4__
8. Is currently lactating ? {

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

“Nfar{nislwiN

Female Male

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.
12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

NN NNERRRRRR

Based upon dermatplogic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
“2& Qualified O Not Qualified for participation in this study.

Reasons for disqualification: _Interviewer's Initials/Date; 6, 7 fs/ 0>

Investigator‘ls Signature: Qﬁ/}g / g . 4 Date: ?nm g/ ! Od d/ a 3yy




£

HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:. I - 2%
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code " Date Subject Initials Subject Screen #: Study #
Test Permanent #:
: 07/24,03 | E /L /G :
Period mm dd vy F M , ,2, 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions,‘and other skin disorders? ©¥es [ONo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? ®¥es  [INo
If no, please explain:

II. Has subject been ill since the last visit? [J¥Yes (Complete below) 2o
IV. Has subject used any new oral or topical medication? OYes (Complete below) E‘N{)

Based upon the above responses, the subject is: Eélaliﬁed 00 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED JF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INot related  [1Possibly related (] Definitely related 0 Other (ex'plain)

Action Taken: [(JNone [ Continued onstudy [0 Withdrawn from the study O Consulted physician
O Medication taken (Complete below) [IHospitalized =~ [ Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication . : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
/ / A
/ / / /
/ / /]
Comments:

- Interviewer’s Signature: i K /! , Date: gn? / ii ¥, (;}_’3




MF

Data Collection Form 4

HTR Study No

.. 03-122085-106

N -245

Page No.: -~

HEALTH CARE PERSONNEL BANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

TestDate | SubjectInitials | Supject Screens# Study #
07 124,03 | E ) (5 |Fermanent#: 03-122085-106
pm dd  yy | F. M L 12
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 107 10°¢ 10 10° 10°¢
TNTC 4 13 INTC |24 I3
INIC 132 o INTC 135 13
CFUmL X107 Counted by : IND /0T-B 03 CFU/mLI-3¥107 Coumnted by : JNB /07 2803
LEFT HAND WASH 1 RIGHT HAND
101 102 10° 10* 10 10° 103 10*
INTC TNTC | Iy 1D INTC INTC | (] I
NTC NI 90, [l INTC INTC [ ol 1]
TNTC INTC —
CFU/mL 7-8x/0%

Counted by : INB /072803 cFU/mL |-1x 03 Countedby : UNP _ 107-28°07

LEFT HAND WASH 11 RIGHT HAND
10 10° 10° 10° 10 10% 10° 10"
INTC 75 [ ] : INTE | %0 0 | 3
NTC 8 14 [ 06 INTC 9 o | |
TNTC INTC /
CFURL _ &b/ 0® Counted by : JN® /0672803 | cFumL8 8X10% Countedby: JNB /072843
Calculations by: JWB /0 7-29-0 5 Raw data reviewed by Q«Zb | 8123
Calculations Verified by: T= | 7-249-63
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count
Investigator’s Signature: Date: g / / / 10 3
/ 244/// /\ — mm dd vy




TRy

L

}

Data Collection Form SA

subjectIntials __EL (G __subject#t |2 Study No.  03-122085-106
Page No.’ - 236
* ADVERSE EVENTS

Symptom / Event Onset Date f:d Date 8‘21\511 Severtty #;2:: Outcome Re;;tif; i S:n;ﬁrg:!‘éoa:e
Sed b | fsjoz /o3| N A L L1, S foar ¥
%‘:g Comment/Note: ﬂ@uﬁ ‘ﬂa M’ W £ > Initials
Vs el Iowvvm/g Ox w& M omd. 7%
77’/03 ”anl @ﬁmm \uMAl %ﬁﬂw

2 Limes 7 ‘3//03 2 3///03
Shptom { Event Onset Date| End Date SYA;S1 Severity Q‘:g:: Qutcome Re;?:il; i Sggézﬁi?e%c:te
Aot above Ao date 2%//3 -

ED':g Comment/Note: & ‘ i Initials
73405 T Anre /Lf//?é%:méb oy Nt a}/%w% e

; SAE' . Action Relation| Investigator
Symptom / Event Onset Date| End Date YIN Seyenty Taken Outcoms ship Signature/Date

Entry . .

Date Comment/Note: Initials

Note: Severity, Relationship and Qutcome MUST be determined by principal investigator

Severity:

Relatidnship:
Action Taken:

Qutcome: -

1=Mild
1=Definite
1=None

1=Resolved wfo
sequelae

lserious Adverse Event/Experience

2=Moderate
2=Probable

2=Rx Thérapy

3=Severe
3=Possible

2=Resolved w/ sequelae 3=0Ongoing
(describe)

3=Discontinued Study

4=Unrelated
4=0Other (specify)
4=Death



Data Collection Form 6 HTR Study No.: 03-122085-106

~ FOLLOW-UP VISIT PageNo. [L 287

Visit Code Date Subject Initials Subject Scree/n ;’8 Study #

i Follow-up QZ/ Zq / 423 _5_/ Y _é Permanent #: / Z
dd F M L

Visit mm vy

03-122085-106

Date Subject Entered the Study: Follow-Up Visit Date:

071503 27:122.03

mm dd vy

dd vy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

YES O NO If yes, complete below:

Clinical Observations: (Include date of onset and dj%eﬁtyﬂocaﬁons etc.)

Dryget~ 7250 7

Comments:

Has the subject had any health related issues since the treatment procedure?

0O YES ';{NO If yes, complete below

Comments:

Medical Consultant’s Signature: Date

Qé:/\/%/’@/%*@ Z /%d,?/ yOy 3




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.. I -~
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Initials S“bj‘(’it{ f}’r een #: Study #

Qualification

mm dd vy} F M L

Subject 07715/ 03 ,2 / E / 4 Permanent #:

I 3 03-122085-106

Gender:

& Male O Female .

Age: L/J- Years

Does the subject have any of the following at the treatment sites?

1. DERMATOLOGIC DISORDER No Yes 1121(;2:'
1. Psoriasis ? -
2. Eczema ? —
3. Skin Cancer 7 -
4, Skin Allergies ? Please specify: —
5. Hives ? - -
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes Ilzﬁl;;:
1, Allergies.? Please specify. -
2. Hepatitis ? —
3. Heart and Vascular Disease? o
4. Liver Disease ? —
5. Kidney Disease ? —
6. Tuberculosis ? _
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] -
8. Cancer ? -
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? —
10.  Organ transplant ? -
11.  Any other condition not listed ? Please specify: -
Is the subject taking any medication? If yes, please specify below:
TIL MEDICATION No Yes Don't
- Know
1. Antibiotics, oral or systemic ? w
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? o
3.  Heart Medication ? o
4,  Insulin? —
5.  Other? o
Comments£
Based on the above medical history, the subject is: Hefualified or O Not qualified for the study.

Interviewer's Signature: é ﬁ / - Date:
V},\W
4

07, |s ; 03

mm dd vy

3%
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Data Collection Form 2
INCLUSION / EXCLUSION FORM

Visit Code

Date Subject Screen #:

Study #

Subject
. Qualification

Permanent #:

Subject Initials
07/ 15, 03

C,E R
mm dd vy f m 1

1 A 03-122085-106
1.1

INCLUSION CRITERIA

Check one
NO

Subject:

1,

Is 18 through 65 years ?

. Has signed informed consent ?

Is healthy as evidenced by responses on DCF 1 7

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

YR ESECR Y

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? '

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness 7

. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

A V]S [N PRIY Y

10.

Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

11

. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

.} YES NO

Check one ..

N/A Subject:

L

Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

Has artificial nails or nail tips?

NNAA

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

2
3
4.
5
6
7

. Has eczema or psoriasis on their hands or wrists ?

Female { Female | Male

. Is currently pregnant 2 0 Yes

0 No  Of child-bearing potential: 0 Yes O No
O Surgically Sterile, year O Post-menopausal, year
If of child bearing potential - B-HCG Test Results: 0 negative J positive

. Is currently lactating ?

. Has been medically diagnosed as having a medical condition such as: diabetes,

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10.

Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11.

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles,

U

12

. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

’ ualified O Not Qualified for participation in this study.
Reasons for disqualification: Interviewer's Initials/Date:___ . H 4 go3
. Date: _ (81 (O 1 O
Investigator’s Signature: % p 6 , ([ mn? ad 3yy
U )

HTR Study No.: 03-122085 agt
Page No.: XL - 2




1

HTR Study No.: 03-122085-5)50

Data Collection Form 3
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S‘ibj")ﬁqs‘.‘;“ﬁ # Study#
Test Permanent #:
; ! oLy 0% | RUEF
Period om dd vy F M L L3 03-122085-106

Page No.. TC - &

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? Bes [No
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? [fes

If no, please explain:

[INo

I1I. Has subject been ill since the last visit? OYes (Complete below)

Zg S

IV. Has subject used any new oral or topical medication? Yes (Complete below) NG

Based upon the above responses, the subject is: DQTlaliﬁed {J Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset:

Describe condition:

Date Reported:

Date Resolved:

Was reaction related to treatment? [Not related  [J Possibly related  [J Definitely related [ Other (explain)

Action Taken: ONone

{0 Continued on study

O Withdrawn from the study
D Medication taken (Complete below) [JHospitalized

{J Consulted physician
[ Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication - ; Start Date Stop Date Indication
1
(Oral or-Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
r /o
f /o
/ / o
Comments:

- Interviewer’s Signat\}fe: 6 /Z. / '

Date: 7 / 2Y , 03

mm

dd

b4




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: -
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS ‘
CFU/mL of Sampling Solution
TestDate | SubjectInitials | SUPJect SF”LTE,# Study #
07 12403 R/ E /P |Permanent#: 03-122085-106
mm dd yy | F. M L 13
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10 10 10° 10
INTC 9] 24 TNTC I
TNTC (4 25 INTC ﬁ lo
CFU/mL/-6X/0 ' Counted by: INB 10728 03 CFU/mL/.3X /0 7 Counted by :JNB_107-26:Q3
LEFT HAND WASH 1 RIGHT HAND
10 102 10° 10 107! 10° 10° 10
TNTC, TNTC | 127 | 24 INIC INTG 1199 | 16
—INTC TINTC | 229 | 13 INTC INIC |49 19
INTC TNTC
CFUmLL8X/02 Counted by INB_107-%43 | crumLl-7¢/0 ° Counted by : _ IND 072803
LEFT HAND WASH 11 RIGHT HAND
10" 107 10° 10°* 10! 10% 10° 10*
TN1C 0O 16 2 TNIC _17% 2| 2.
TRIC, 01 | 4 [ O NTC e lJo 10O
INIC NTC -
crumL/-ox/0 F Counted by : JINP 072803 | crumrt- 2xm0 % Counted by : JNB _ 07-Q5

Caleulations by: _ TNB_107-29- D 3 Raw data reviewed by 0@ [ 8.1.03

Calculations Verified by:

T/

7:39-02

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

S 9

mi

Date:

W/
dd vy

Investigator’s Signature: /g Z /%\/
(g L4 Vﬁ U



Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page No.. JL — 292
Visit Code Date Subject Initials Subject S"ff_‘; # Study #
S J FO“OW-UP 0.7/ 2! i/ 03 R/ E / P Pema.nent # /3 03-122085-106
Visit mm dd vy F M L

Date Subject Entered the Study:

071505

mm dd vy

Follow-Up Visit Date:

O‘élol/oaﬂ%
mm dd yy  $[1/03

that may be indicative of a skin infection?

T
Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or ¢édema

O YES }ﬁ NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since

Comments:

O YES ﬁNO If yes, complete below

the treatment procedure?

Medical Consultant’s Signature: '
~
L G ooy
M [ 4

Date

g O3

‘mm dd vy




Data Collection Form 1

HTR Study No.: 03-122085-106

Page NoJ!_ZZ_;ZQB

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Visit Code Date Subject Initials Subject Screen #:;

Study #

mm dd vy

Subject 5 o
Qualification -QZIBL/Q_S __1;__/ _%[—__ / _‘L&. ermanen/ L/

03-122085-106

Gender:

O Male 'Z/ Female .

Age: SEI Years

Does the subject have any of the following at the treatment sites?

1. DERMATOLOGIC DISORDER

Yes

Don't
Know

1.

Psoriasis ?

Eczema ?

Skin Cancer ?

v Wl

Skin Allergies 7 Please specify:

Hives ?

NSONE

Does the Subject have any of the following (present and past)?

II. OTHER MEDICAL INFORMATION

"Yes

Don't
Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease? \,\b_p

Liver Disease 7

Kidney Disease ?

Tuberculosis ?

Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin[ ]

Cancer ?

R b R R Rl Rl Bl B

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ?

0.

Organ transplant ?

\\\\\\\ WE

fomy
[y

Any other condition not listed ? Please specify: +HK "\ . OJI\\( tQA'u

Is the subject taking any medication? i3 yes, please specify below

1. MEDICATION

Yes

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

i

vl alwN| -

Heart Medication ? NXx¢\0cc \Oona \)( dCLu
Tnsulin 7 d

\ WE

Other ? 2 \ \ssho 00‘”1\&@ Lxdcm fH’ﬁT)

Comments: %m WA / O'M b

Woden B\ 25mg

,2d&+ﬂ#*

Wel Wi, ISOM m \xéau (Oas-dupressauct)

b bl
(&“\Ud“i

(g odiid a1 g Qubgdt 72207

Based on the above medical history, the subject is: a Zﬁuahfied or [J

Not qualified for the study.

07 /2 1 DR

dd

b2

Interviewer's Signature: SE'/[LLI C&Wﬂ Date:
I " g



INCLUSION / EXCLUSION FORM Page No.:

Data Collection Form 2 HTR Study No.: 03-122085-2%

Visit Code Date Subject Initials | Subject Screen #:

Study #

Subject

Qualification Dj-’.&!..’b,?) P B | rermaments: / ,7Z 03-122085-106

mm dd f m |

INCLUSION CRITERIA ’

Check one
NO

Subject:

1.

Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 17

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 9

- Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

afjunlslwit

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

[o <3 B |

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a

physician for an intercurrent illness ?

10.

Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

VNN N NV

11.

Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

YES -

Check one -.
N/A  Subject:

NO

1.

Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

Has artificial nails or nail tips?

PR

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

~\

. Has eczema or psoriasis on their hands or wrists 7

Female

o
2]
B
[

Male

. Is currently pregnant 70 Yes _&No Of child-}ae ing potential: 0 Yes J2*No

™ Surgically Sterile, year &~ Post-menopausal, year
If of child bearing potential - B-HCG Test Results: [ negative [ positive

. Is currently lactating ?

. Has been medically diagnosed as having a medical condition such as: diabetes,

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis 7

10.

Has another medical condition which in the opinion of the Investigator would
preclude participation ?

11.

Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

WA

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

tologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:

Based upon derma
R

nalified O Not Qualified for participation in this study. / )
" Reasons for disqualification: Interviewer’s Initials/Date: % / 7(9 l BB :
Investigator's Signature:

QW/ 5 : Date: mel /odd/ ijy
/Y




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.. T - 2—%
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bj“‘f)é“é“ # Study #
Test ' 7 q/D3 P / L/ ﬁ Permanent #:
Period D——mm R—d T S VEE / ﬁ}' 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? B¥es [No
If no, please indicate condition: _

1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E&es ONo
If no, please explain:

0. Has subject been ill since the last visit? [(IYes (Complete below) B/No
IV. Has subject used any new oral or topical medication? [1Yes (Complete below) Bﬁo

Based upon the above responses, the subject is: Z(Qualiﬁed {0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [Not related  [] Possibly related [ Definitely related [J Other (explain)

Action Taken: (ONone  (J Continued onstudy  [J Withdrawn from the study [0 Consulted physician
O Medication taken (Complete below) [1Hospitalized =~ [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication - . Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose | Vdd/yy | mm/dd/yy (Reason for Taking)
{ I
/ / T
A /o
Comments:

- Interviewer’s Signature: 360, C E ) lw IZ’ ' Date: g;?/ai / ?y?)
' /



Data Collection Form 4

HTR Study No.: 03-122085-106
Page No.: -

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

TestDate | SubjectInitials | SuPiect Screen# Study #
02:29,03| P, L, B |Permanent#: 03-122085-106
mm dd vy | F M L 14
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10% 10° 10 10 10° 10
™ | 50 | 2] N T |2
N 213 é é PR 238 B2
CFUmL2.5XI0T Counted by : 74 [ 7-7/-03 CFU/mL27X107 Countedby: 7B /721 &3
LE¥T HAND WASH 1 RIGHT HAND
10°! 10* 10° 10 10! 10° 10° 10*
s e | 9% 1 TN INTC | /B3l | 1Y
W, | el oD E} T ™t /37 | I
™I TN
crumL9ax10% Counted by : 10~ (7. F-03| CFUmL|.3 XID 5 Countedby: _~7fa | 7<5/-03

LEFT HAND WASH 11 RIGHT HAND
107 10? 107 10 10! 10 107 10*
™ gp | OcA 2 TaTC 149 19 3
(213 135 1S ‘ AT 157 28 2
L - N
CFU/mL |- 1 Xi0% Counted by : _ &S/ 7-3/-0.3 | CFUMmL [.5 X 10 Countedby:_ $45 [ 7-3/-63

® LAz(ab Accident) probeble ‘?rzudl"g crror. SAS 7-31-03

Calculations by: JN'B

/08'01°03  Raw data reviewed by

Calculations Verified by:

TAS /

-1-03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL

TNTC — Too Numerous To Count

SeU ; %-6-03

Date:

g, 03
mm dd vy

Investigator’s Signature:‘/% 2 M%\
- % Y /




Data Collection Form 6 . HTR Study No.: 03-122085-106

FOLLOW-UP VISIT page No. TL— 297
Visit Code Date Subject Initials Subject S‘f,:);s% Study #
. P it #:
N Folownp | D%/04 10D | _P /L B |Permanent# J4 | 03122085106
Visit mm dd vy F M L

Date Subject Entered the Study: Follow-Up Visit Date:
07:21,03 B, o 03

mm dd vy

mm dd yy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

0O YES NO If yes, complete below:

Clinjcal Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES F(NO If yes, complete below

Comments:

mm  dd vy

Congultant’s Signafure: ' _Date
'\ ' 7.4 03
/ﬁ*‘/\/\ /QM@)M -© '

/ 4 / |



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.:.E:’_Qﬂg ‘
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .
Visit Code Date Subject Initials | Subject 5"(7““ # Study #
Subject ' ™
Qua‘llifii::tion 072,203 | C/ Ry | Permanents: 03-122085-106
mm dd vy F M L
Gender: Jj Male [J Female. Age: _&___Years
Does the subject have any of the following at the treatment sites?
L. DERMATOLOGIC DISORDER No Yes Don't
1. Psoriasis ? P
2.  Eczema? e
3. Skin Cancer ? e
4.  Skin Allergies ? Please specify: J/
5.  Hives? S
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No "Yes 12313;:
1. Allergies.? Please specify. P
2, Hepatitis ? /
3. Heartand Vascular Disease? hlyqy =
4.  Liver Disease ? v -
5. Kidney Disease 7 -
6. Tuberculosis ? —
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin[ ] _~
8. Cancer ? /
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? /
10.  Organ transplant ? e
11.  Any other condition not listed ? Please specify: O)pnaese ol o
Is the subject taking any medication? I yes, please specify below: \DO.CfK PCLVV\’
II. MEDICATION No Yes Don't.
. Know
1. Antibiotics, oral or systemic ? -
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? -
3. Heart Medication {msvon. BO My \ydoy NIV ONSTIESY 0|
4, Insulin? g 0 s v
5. Oer? ( OV, \oong_Liday (chnalestere() o
Comments: O)(y L}C)m QXA% C&CK W>
, Vook2 %
Based on the above medical history, the subject is: Béualiﬁed or [J Not qualified for the study.
Interviewer's Signature: % (p;ﬁ/ ﬁ /4 ” Date: C‘* "/ / CQ/ / 03 A
o { L) 1M Le 7 mm dd ¥y



Data Collection Form 2 HTR Study No.: 03-122085-1
INCLUSION / EXCLUSION FORM ;’\I_'_Zﬁ

Page No.:

Visit Code Date Subject Initials | "PJet S“&‘“ #:

Subject QZ_ é_)_{_ /()
v AA

. Qualification
;

Study #

C K\ |Fermanents: ] 5 03-122085-106
Y f m 1 I

INCLUSION CRITERIA

Check one
NO

Subject:

1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 17

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders 7

Ajwnisjwin

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

7. 1s willing to refrain from using anti-dandruff shampoo during the entire study ?

on

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by 2
physician for an intercurrent illness ?

9. Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

N AN A A

11. Is willing to comply with all study protocol requirements ?

EXCLUSION CRITERIA

Check one -.
YES NO N/A

Subject:

1. Is currently participating in another clinical study at this or any other facility ?

. Has participated in any type of hand or arm wash study within the past 7 days ?

. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?

2

3

4. Has artificial nails or nail tips?

5

6. Has eczema or psoriasis on their hands or wrists ?
7

2NNV

Female Male

. Is currently pregnant 70 Yes 0 No  Of child-bearing potential: O Yes 0O No

O Surgically Sterile, year D Post-menopausal, year
If of child bearing potential - B-HCG Test Results: {1 negative 0 positive

AV

8. Is currently lactating ?

9, Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

NN

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
' ualified O Not Qualified for participation in this study. /é
Reasons for disqualification: Interviewer’s Initials/Date; \% / 7 / /é3

Investigator's Signature:

@”W/ 4 ~~[ ‘Datc: Oj//ﬂdd/ 05yy
. v ] -




HTR Study No.: 03-122085-106
Data Collection Form 3 Page NO-:E_j‘ 00
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM

Visit Code Date Subject Initials | Subject Screen #: Study #
) PTe?td B‘] 24 D3 C, K / \S Permanent #: 6 05122085106
erio - .
mm dd vy F M L }

1. Is skin on subject's hands and wrists still free of dermatoses, cuts, lesions, .and other skin disorders? f?é[es DNo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B{Ves [No
If no, please explain:

TII. Has subject been ill since the last visit? [JYes (Complete below) & No
IV. Has subject used any new oral or topical medication? OJYes (Complete below) Bﬁo

Based upon the above responses, the subject is: Déualiﬁed [ Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? (INot related ~ [J Possibly related ] Definitely related [] Other (explain)

Action Taken: [(JNone  [J Continued onstudy [0 Withdrawn from the study I Consulted physician
O Medication taken (Complete below) OJHospitalized [ Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : ; Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
[ /]
/ / / /
[ /!
Comments:

. Interviewer’s Signature: 3‘1@%‘ C W Date: 07 / CP Q / 03
' mm dd yy
¥ U




Data Collection Form 4

HTR Study No.: 03-122085-,106

Page No.;

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

-

Test Date Subject Initials Subject Screen # Study #
072:28:03 | () R J |Permanents: 03-122085-106
mm &y | F M L 15
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10* 10° 10° 10* 107 10°¢
™I A3 N /& T 23D 30
™I 213 | ol N | 8 /9
Py .,_7 / L amd N PR S YR o T‘h.. s me s e D
CFU/MmIZAXID" Countedby: “//+ [/ 5102 CFU/mlZ.£X 107 Counted by : Q’é (73838

4 Vot esSnated due o Couw('u‘o"/“j ot plate. T¢7 3103

LEFT HAND WASH 1 RIGHT HAND
10! 107 10° 10° 10 10 10° 10
T e | e T NIV | g2a7 | 3/
™ | It INTH Jé’%‘a - | WA Rl |7
™™ILs

Counted by : ZZZ 1 7-3)03 cru/mL2.3X10 5

CFUmL44X10°

Countedby: “70> [/ 7-2/-03

LEFT HAND WASH 11 RIGHT HAND
107 102 10° 10 107 10° 10° 10"
Nle e | I8 3 7ATZ. wre | Y d
111,07 pre | 37 s e e | 29 |3
Thite Wl
crumL33x10% Counted by : A4S/ 7-3/-03| CFU/mL4. 2 X0 4 Countedby: £4J __J/ ?-9/-03,
Calculations by: ONB  /0%-01'03  Raw data reviewed by SLw | 8rb-03
Calculations Verified by: $AS ! 8-1-03
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC - Too Numerous To Count
Investigator’s Signature: @u Date: O% 1 10 163
/- /34-—‘46 mm  dd vy




)

Subiject Initials C\RA N

Data Collection Form 5A

Subject #__'Zi_

Study No. -

03-122085-1086
PageNo. JL— 302
! ADVERSE EVENTS
' SAE" Action Relation-] _ Investigator
Symptom / Event Onset Date E: Date YIN Severity Taken Outcome ship s;;PaturelDate
! . B S-4>
73003 Bt |\ | din ] || YedEin B2
Ent
Da‘g Comment/Notég )“4940 Nn.(\- Q{C&\'ﬂ\m ‘:L/‘ Nag p% M— D’W’V\&r !m’uals‘
=T
Y03 Tk MWW o " Lek =
. @/ o Aarild M Zé,z
1%z bkmwi/s o - Lded mm> .05 g
| i o 7|3 o3
SAE' Action Relation-}  Investigator ‘
Symptom / Event Onset Date| End Date Y/N Severity Taken OQutcome ship Signature/Date
EDrgtrg Comment/Note: Initials
\
\})
)
: SAE’ . Action Relation-| Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Outcome ship Signature/Date
%’:{z Comment/Note: Initials

Note: Severity, Relationship and Outcome MUST be determined by principal investigator.

Severity:

1=Mild

2=Moderate 3=Severe
Relationship:  1=Definite 2=Probable 3=Possible 4=Unrelated
Action Taken: 1=None 2=Rx Therapy - 3=Discontinued Study 4=0ther (specify)
Outcome: 1=Resolved w/o 2=Resolved w/ sequelae 3=0ngoing .4=Death
sequelae (describe)

lserious Adverse Event/Experience



Data Collection Form 6

HTR Study No.: 03-122085-106

D7 2105

mm dd yy

DB, o4, 03

mm

FOLLOW-UP VISIT Page No. JL— 30
Visit Code Date Subject Initials Subject Screen #: Study #
Permanent #:
i | Follow-up | OB oH 103 &/ R/ T - /5 03-122085-106
Visit mm dd vy F M
Date Subject Entered the Study: Follow-Up Visit Date:

dd yy

QYES 0 NO

If yes, complete below:

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

Clinical Observations: (Include date of onset escnpnons/s%%, ete )
@M T—30-DF
Comments:

0 YES 7{1«0

‘ Comments:

If yes, complete below

Has the subject had any health related issues since the treatment procedure?

~A

Date

g/ 9’/ZJ3'

Méd‘iéﬁﬁCons nt’s signa e: ’
. ~
;EWV\ S ) il



HTR Study No.: 03-122085-106

Data Collection Form 1 Page No..JIZ — %0
DEMOGRAFPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM .

N Visit Code Date Subject Initials Subj T tlS£7x'een #: Study #
Subject — :
Qualification 072156103 | L /=S |Fermanenté 03-122085-106
mm dd vy | F M L |

Gender: 0O Male EZ( Female . Age: 1’2{2 Years

Does the subject have any of the following at the treatment sites?

L DERMATOLOGIC DISORDER No Yes Don't
.  , -
1.  Psoriasis? v
2.  Eczema? Vv i
3. Skin Cancer ? v,
4,  Skin Allergies ? Please specify: V',
5. Hives ? v
Does the Subject have any of the following (present and past)?
. OTHER MEDICAL INFORMATION N/ J "Yes 112;2:,
1. Allergies.? Please specify. ‘ v/
3.  Heart and Vascular Disease? N
4,  Liver Disease ?
5. Kidney Disease ? J P
6. Tuberculosis ? /
7. Diabetes ? Controlled? Diet{ ] Oral[ ] Insulin[ ] e
8. Cancer ? v /
9.  Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ? v A,
10.  Organ transplant ? v A
11.  Any other condition not listed ? Please specify: I/
Is the subject taking any medication? Ifyes, please specify below:
’ Don't
JI18 MEDICATTION No / Yes Know
1.  Antibiotics, oral or systemic ? vV
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? 1/ s
3.  Heart Medication ? v/
4.  Insulin? v/
5. Other ? V
Comments£
Based on the above mechcal history, the subject is: [E/uahfed or [J Not qualified for the study.

Interviewer's S1gnaw Date: 07 / “_?d/ 03 .

Yy




Data Collection Form 2 HTR Study No.: 0

.+ 03-122085-106
INCLUSION / EXCLUSION FORM Page No.: w
Visit Code Date Subject Initials | SUbiect, Screen #: Study #
Subject — Permanent #:
, Qualification 0 7/ /5 LQ? L=_/__/_'S__ 03-122085-106
i mm dd f m 1
INCLUSION CRITERIA
Check one
YES / NO Subject:
J// 1. Is 18 through 65 years ?

. Has signed informed consent ?

. Is healthy as evidenced by responses on DCF 1 ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

2
3
|/ / 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?
5
6

. . Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
/ showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

[ ; 8. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing
liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

9. Ts willing to refrain from using topical steroids during the entire study, unless prescribed by a
\/ / physician for an intercurrent illness ?

NN

. / 10. Is willing to refrain from using topical or systemic antibjotic medication during'the entire study,
/] unless prescribed by a physician for an intercurrent illness ?
M 11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one ..
] YES NO / N/A Subject:
l/ / [ 1. Is currently participating in another clinical study at this or any other facility 7
V 2. Has participated in any type of hand or arm wash study within the past 7 days ?
.7
/ /l 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
J b 4. Hes ertificial nails or nail tips?
‘/ )/ 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
Vv 6. Has eczema or psoriasis on their hydlds or wrists ?
7. Is currently pregnant? 0 Yes #f No  Of child-bearing poteftial: 0 Yes ¥ No
Female Femy Mele O Surgically Sterile, year ____ Post-menopausal, year Jﬂ_{)
/ If of child bearing potentjal - B-HCG Tcst Results: J negative 0O positive
\/ 8. Is currently lactating ?
9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
/ erythematosus, thyroiditis or rheumatoid arthritis ?
" 10. Has another medical condition which in the opinion of the Investigator would
\/// preclude participation ?
\/ 11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.
i / 12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dcr?;légic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
Qualified O Not Qualified for participation in this study.

Reasons for disqualification: .. ___ Interviewer’s Initials/Date: UN% / 07!503

Investigaxor:sSignamre: QAM/ / é: ’ ; Date: Omi 1/ Odd/ )]

y



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No..TL - 20k
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“bjeft’ §%’°°“ #: Study #
Test 07323 L Permanent #:
! : 183103 [—15
Period mm dd vy F M L ) ‘ﬂ 03-122085-106
I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? @fes TNo
If no, please indicate condition: _
1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? E’Ygs [No
If no, please explain:
0. Has subject been ill since the last visit? (JYes (Complete below) m
IV. Has subject used any new oral or topical medication? [1Yes (Complete below) o
Based upon the above responses, the subject is: ©Cualified [ Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
‘Was reaction related to treatment? {INot related  [J Possibly related [ Definitely related [ Other (explain)
Action Taken: (lNone [0 Continued onstudy [0 Withdrawn fromthe study =~ [0 Consulted physician
00 Medication taken (Complete below) [THospitalized =~ [J Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication ) : Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
I !/
I /!
A A
Comments:

60? , 23, 03

- Interviewer’s Signature: —5 (' ; . Date: — & =




Data Collection Form 4

HTR Study No

" 03-122%5-106

Page No.
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
. oo Subject Screen #
Test Date Subject Initials Study #
0723 /05 — /& | Permanent#: 03-122085-106
mm dd F M L Il
BASELINE
LEFT HAND DILUTIONS RIGHT BAND DILUTIONS
10 10° 10°° 10* 10° 10°¢
INIC | _|Bl— g — INTC. %3/_/ %
INTC, [194 1 75~ TNTC 0 —
crumL) AKX l 07 Counted by : J’}&B_ 07-2% CFUmMLZ. )Y !07 Counted by : INE_[O?-Z{;(B

LEFT HAND WASH 1 RIGHT HAND
107 10?2 10° 10* 107 107 103 10*
INTC WNIe | 19— |4 INTC INTC | 121~ gﬂ/
TNTC INTC ["201+ 20 TNTC INTC | T72_124
NG - TNIC -~ 7
CFU/L, | 8 X 107 Counted by : INB 1072603 | crumL 2.0 X 10°  comtedby: INDS 672503
LEFT HAND WASH 11 RIGHT HAND
10" 102 10° 10* 10" 10? 102 10*
TN TAC | 33— 5 TAYC | TAYC %D_- JaL
TNCIINYC ] 5+ (o TNYC [yave | Bel 4
‘YNTC, TATC ,
CFU/mL 7.lo X 1D Counted by : w_\ / 7\%\& CFUmL _/- Y ¥ 10O Y Counted by : BN /1/9’?/@3
Calculations by: l o/ Z'Qb Q ;‘4, Raw data reviewed by Oﬂé { 7:/.a3
Calculations Verified by: /0°1:29-23
*10-! dilution is the sum of 1.0 mL spread across 3 plates.
Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count
Investigator’s Signature: 4 i; %\6/ Date: mﬁ / gfl /Oyy}




Data Collection Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page 0. JL— 30%
Visit Code Date Subject Initials | Supiect Smf’,‘f]’ Study #
Follow-up 07/ % / 03 L—/ -/ 5 Perma.nent #: /é 03-122085-106
Visit mm dd vy F M L
" Date Subject Entered the Study: Follow-Up Visit Date:
07,15, 03 07, 23,03
mm dd  vyy mm dd  yy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

O YES ?(NO

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

If yes, complete below:

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES %f NO If yes, complete below

Comments:

I\?Cons tant’s Signature: ' 7 ”?D%ti 03
~ : / /
- %;VVV\ ) Hh© T dd vy
174 7




o~

Data Collection Form 1

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

HTR Study No.: 03-122085-1 g

Page No E

Visit Code Date Subject Initials Sub)‘%reen # Study #

Qualification

mm dd vyy| F M L

Subject 0775103 (, L ; D | Permanent#:

"7 03-122085-106

Gender:

0 Male EB/Female )

Age: | Z Years

Does the subject have any of the following at the treatment sites?

I. DERMATOLOGIC DISORDER . No Yes Don't
- 4 Know
1.  Psoriasis ? v,
2.  Eczema? [y
3.  Skin Cancer ? v )
4,  Skin Allergies 7 Please specify: vV A
5.  Hives? v
Does the Subject have any of the following (present and past)?
.. OTHER MEDICAL INFORMATION No | Yes powt
1. Allergies.? Please specify. v’/
2.  Hepatitis ? ‘/ %
3.  Heart and Vascular Disease? v,
4,  Liver Disease ? v,/
5.  Kidney Disease ? v "
6.  Tuberculosis ? Vo
7. Diabetes ? Controlled? Diet[ ] Oral[ ] Insulin{ ] / Y
8.  Cancer? v,
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, efc.) ? v’ /
10. Organ transplant ? "/
11.  Any other condition not listed ? Please specify: 1 /
Is the subject taking any medication? I yes, please specify below:
Don't
I, MEDICATTIO.N No / Yes Know
1.  Antibiotics, oral or systemic ? J/ )
2.  Cortisone, Steroids, ACTH, Anti-reaction Drugs ? l/ J
3. Heart Medication ? !/ /
4., Insulin? ‘//
5. Other? V4
Comments:
Based on the above medical history, the subject is: Quahﬁed or O Not qualified for the study.
Interv1ewer s Slgna - pate:_ 07 1/ 5 / 03
mm dd vy




Data Collection ¥Form 2

HTR Study No.: 03-122085:106
INCLUSION / EXCLUSION FORM 2]

Page No.: -

Visit Code Date Subject Initials Subject Screen #:

/ 2 5 Study #

Subject Permanent #:
Qualification 07115 03 Kf / !; /1D' erma ]’I 03-122085-106

mm dd  yy

INCLUSION CRITERIA

YES / NO Subject:

1. Is 18 through 65 years ?

. Has signed informed consent 7

. Is healthy as evidenced by responses on DCF 17

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

alwisr|w|w

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed 7

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

. Is willing to refrain from using anti-dandruff shampoo during the entire study ?

[~ |

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,

z/ unless prescribed by a physician for an intercurrent illness ?
(/ 11, Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA
Check one -
) YES NO / N/A Subject:

l/ J/ 1. Is currently participating in another clinical study at this or any other facility ?
\-//’ 2. Has participated in any type of hand or arm wash study within the past 7 days ?
l/ / 3. Has cuts, lesions, or other skin disorders on their hands or wrists ?
v X 4. Has artificial nails or nail tips?
\ / ) 5. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies ?
'\/ 6. Has eczema or psoriasis on their h;Ads or wrists 7 /

. 7. 1s currently pregnant 7 0 Yes ¥ No  Of child-bearing potential: i Yes O No

Female | Fe lal} Male 0O Surgically Sterile, year O Post-menopausal, year

v If of child bearing potential - B-HCG Test Results: ¥ negative 0 positive 215310%
l/ 8. Is currently lactating ? S A

f 9. Has been medically diagnosed as having a medical condition such as: diabetes,

hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
// erythematosus, thyroiditis or rheumatoid arthritis ?
10. Has another medical condition which in the opinion of the Investigator would
/ preclude participation ?

h,

NN

b

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles,

~N

N

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermatgtbgic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
: nalified O Not Qualified for participation in this study.

- Reasons for disqualification: : Interviewer’s Initials/Date: UNB /07 l 6 ) 03

; ‘ 4 . 9% 1/ 3
Investigator's Signature: Q,’/‘/ ﬁ Date: m?n 110 . / @, .



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.TL - 5l '
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials S“"je;:;zscs’““ # Study #

03-122085-106

Te‘st 07 IR 03 K_ / L ) Permanent #;
Period mm dd _yy | F M L '7

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, and other skin disorders? [@fes ONo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? @fes  [No
If no, please explain:

TII. Has subject been ill since the last visit? (IYes (Complete below) @/ﬁo
IV. Has subject used any new oral or topical medication? [JYes (Complete below) 7

Based upon the above responses, the subject is: Bﬁualiﬂed {0 Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

‘Was reaction related to treatment? [INotrelated  []Possibly related [] Definitely related [] Other (explain)

Action Taken: INone  [1 Continued onstudy [ Withdrawn from the study =~ [ Consulted physician
O Medication taken (Complete below) [JHospitalized ~ [J Other (explain)
Additional Comments:

CONCOMITANT MEDICATION

Medication : : Start Date Stop Date Indication
(Oral or Systemic) Total DallyDose | /ad/yy | mm/dd/yy (Reason for Taking)
T !
/] A
/o !
Comments:

Date: 07 / 23/ 63
mm dd vy

- Interviewer’s Siéame: i l ; .




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.: it
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solntion
TestDate | SubjectInitials | SuPject S)“Z“‘é# Study #
072303 | K/ L/ D |Permanent#: 03-122085-106
mm dd F. M L 17
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 107 10°¢ 10¢ . 10° 10
TTC 1RO L b TAYC m7 L (o
S0 O% I 58 N ) TG gl 4
CFU/mL\.&H‘;’ Counted by : & I 1lo3 CFU/mL /o)X 10 Counte by:ﬁ%_/'ibB"/DS
LEFT HAND WASH 1 RIGHT HAND
10! 107 10° 10 10" 102 10° 107
TAOYC | TATC %;/ 5 TANTC | TATC | 421 §_
TANTCITNVC | 52 77 TATC | TITe [ TR
TATC - TATC —
crumt A X1 Counted by : 2B /SIS | crumiz ax ¥ countedby: B Z/Q%/b}’.
LEFT HAND WASH 11 RIGHT HAND
107 10 10° 10 107! : 10 10° 10*
T | TAC % INTC L T | 160+ 7
TN [T ] 82 1 Y TNTC | 7ol T2 | B
AYC ~ TANYC,
crumLg- ¥ XD Y Counted by : _SED 7 '&ﬁl\": CFU/mLL—_‘éX_LQE_. Counted by:ﬁ% /i@%g

Calculations by: Th [/ 7-2bD3  Raw datareviewed by Q @ 1 %/.93

Calculations Verified by:

JNB

101-28:03

*10-! dilution is the sum of 1.0 mL spread across 3 plates.

Underlined values are used for calculation of CFU/mL
TNTC ~ Too Numerous To Count

Date:

2

mm

/&d///é%

Investigator’s Signaturez/g ZA //
o
AL, l




Data Collection ¥Form 6

HTR Study No.: 03-122085-106

FOLLOW-UP VISIT PageNo.JL— 213
Visit Code Date Subject Initials Subject 5"““%5 Study #
: Visit "mm  dd vy F M L
Date Subject Entered the Study: Follow-Up Visit Date:
07, 15, 03 07, 23,03
mm dd  yy mm dd yy

that may be indicative of a skin infection?

J YES ? NO If yes, complete below:

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

Clinical Observations: (Includé date of onset and descriptions/severity/locations, etc.)

Comments:

Comments:

0O YES }ﬁ\ NO If yes, complete below

Has the subject had any health related issues since the treatment procedure?

Medica] Consyltant’s Signafyre: Date
B 7 12703
- A Y L4 fm A yy
» 75 -




HTR Study No.: 03-122085-106

Data Collection Form 1 Page No.TL - 314
DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM '
Visit Code Date Subject Initials S“bj‘ifg\sl“““ #: Study #
0
Subject = : ent &
Qua‘llifi‘::tion O 2SS | N L\ |FPermasents: Q| os122085-106
mm dd vy F M L
Gender: 0 Male Q/ Female . Age: __ 4 7 Years
Does the subject have any of the following at the treatment sites?
I DERMATOLOGIC DISORDER No Yes Don't
Kuow
1. Psoriasis ? o
2. Eczema ? —
3. Skin Cancer ? o
4, Skin Allergies ? Please specify: —
5.  Hives? —
Does the Subject have any of the following (present and past)?
II. OTHER MEDICAL INFORMATION No - "Yes 112;:::'
1. Allergies.? Please specify. o
2. Hepatitis ? —
3. Heart and Vascular Disease? o
4. Liver Disease 7 -
5. Kidney Disease ? —
6.  Tuberculosis ? ——
7. Diabetes ? Controlled? Diet[ ] Oral{ ] Insulin{ ] —
8. Cancer ?
9. Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) 7 /
10.  Organ transplant ? _
11.  Any other condition not listed ? Please specify: , ndefac Yy e *\)Y\u‘(o A, i
Is the subject taking any medication? I yes, please specify below: M\%f* Ouv\,m LYSVS M‘&lw) hiaiald herypia
IIL MEDICATION No Yes Ilzzn't
ow
1. Antibiotics, oral or systemic ? o
2. Cortisone, Steroids, ACTH, Anti-reaction Drugs ? —
3.  Heart Medication ? o
4.  Insulin? undtractive —
5. Oher? §,n¥ne\d O Mo mag, Ly dy Crhyroid ) L
Comments: _ Pf DPVCU"‘D\ ol 40 M3 sy g"’“ ‘\%%l ln3
- Celexa 4Omg I day (Guki-dapre gﬂu s
Walbuitn \‘Sbm% bedar (ombi- c&wrc’ssmdf Prevacid 30 Ma ly ddq((z(
W addey aepes V71575 I
Based on the above medlcal history, the subject is: Qﬁuahﬁed or O Not qualified for the study. )\; ié
N : ‘f\{’r\\
Interviewer's Signature: Date: __ O ’7/ / S / 0—3 8
? mm dd

b4




i\ . Qualification

Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM

Page No.: -

Visit Code Date Subject Initials Subject S;;Cpn # Study #

Subject 5V 15,63 e (LD | Permanent#:
mm dd vy f m 1
INCLUSION CRITERIA

l(6 03-122085-106

Check one
NO Subject:

1. Is 18 through 65 years ?
. Has signed informed consent ?

B

. Is healthy as evidenced by responses on DCF 17

. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ?

. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ?

. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,
showering, and handwashing during the entire study ?

Al iWwiN

. Is willing to refrain from using anti-dandruff shampoo during the entire study 7

[+ 28 B ]

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent iliness ?

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

NMANNASARR

Check one ...
YES NO N/A Subject:
1. Is currently participating in another clinical study at this or any other facility 7
. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists 7
. Has artificial nails or nail tips?

NN

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7

. Has eczema or psoriasis on their hands or wrists ? @%7/ |SLO?>
. Is currently pregnant 70 Yes & No  Of child-bearing potential, &7 Yes 1 No )
0O Surgically Sterile, year 0 Post-menopausal, year

If of child bearing potential - B-HCG Test Results: ¥ negative 1 positive ‘7; 27 !0 ﬁ # Z
g 8. Is currently lactating ? o

9. Has been medically diagnosed as having a medijcal condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

LQfajaibshiwin

Female

i

NEANANEANALIA

‘Male

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles.

12. Has a known sensitivity to isopropyl alcohol or the ingredients in antibacterial soaps ?

Based upon dermatologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
' @Qualified D Not Qualified for participation in this study.

Reasons for disqualification: Interviewer’s Initials/Date: S@?} / 78 1 %;/O\%
' . @ ', 03
Investigator's Signature: a)/w p Date: S 19

mim dad vy

V -



HTR Study No.: 03-122085-106

Data Collection Form 3 Page No.:Mllp
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
Visit Code Date Subject Initials | Subject sm"}‘ ;5 Study #
Test ‘ Permanent #;
A 02123102 VI L] W
Period T T | 03-122085-106

1. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, .and other skin disorders? m {ONo
If no, please indicate condition: _

II. Has subject used non-antibacterial soap and followed the instructions in Appendix B? BYes  [INo
If no, please explain:

I0. Has subject been ill since the last visit? [JYes (Complete below) 2 No
IV. Has subject used any new oral or topical medication? [TYes (Complete below) E{o

Based upon the above responses, the subject is: H¥Qualified []Not Qualified to continue on the study.
Reasons for disqualification:

TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS

Date of Onset: Date Reported: Date Resolved:

Describe condition:

Was reaction related to treatment? [INot related  [J Possibly related [J] Definitely related [J Other (explain)

Action Taken: ('/None (I Continued onstudy 3 Withdrawn fromthe study 3 Consulted physician
O Medication taken (Complete below) (JHospitalized ~ [J Other (explain)

Additional Comments:
CONCOMITANT MEDICATION
Medication : : Start Date Stop Date Indication
(Oral o Systemic) Total Daily Dose | /dd/yy | mm/dd/yy (Reason for Taking)
/ / / /
/ / / /
/ / / /
Comments:

- Interviewer’s Signature: ﬂ_,,‘ﬁér W G,—,wM Date: amm 7/ 2d=d3 / 0yy3
: v




HTR Study No.: 03-122085-106

Data Collection Form 4 Page No.:
HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution
Test Date Subject Initials Subject ?"3“21; Study #
07123103 | V /L /W |Permanent#: 03-122085-106
mm dd yy | F M L /8
BASELINE
LEFT HAND DILUTIONS RIGHT HAND DILUTIONS
10 10° 10°¢ 10 10° 10
NTC N5 A INTC (45— 14
INTe. | 127 — [ )4 WNTC | 24 | 12
c%@/&fﬂ-l_—&_ﬁ’-’ Counted by : &07'25'%1 CFU/mL L ¥y s> Coﬁed by : INB_/07-2503
& T 72903
LEFT HAND WASH 1 RIGHT HAND
107 102 10° 10 10° 10? 10° 10
INTC INTC | INIC 42 INTC TNTC 150 | 22
TNTC | INTC [ TN | 42 - TNTC INIC [ 1,5 L 23
INTC INTO -
CFU/mL _f.2X D> Counted by : INB 1072503 crumt L X 10> Comtedby: INP>__ /012503

LEFT HAND WASH 11 RIGHT HAND
10 102 10° 10* 107 102 10° 10*
TNTC INTE | [ 19 TNTC TNTE | y727 | 2]
TNTC TNTe| /27 L 20 TNE | Tamw | M /9
TNTC TNTC
CFU/mL |48 X | Qs Countedby: __Qfh /7:-25.03| CFUML £ 6X /0%  Counted by : 725937
hd J

Calculations by: T/ 7202 Raw data reviewed by d Zé | 2.3

Calculations Verified by: __ JNB  /07-29-03

*10-' dilution is the sum of 1.0 mL spread across 3 plates.

Underlined values are used for calculation of CFU/mL

TNTC - Too Numerous To Count

Investigator’s Signature: /é j;/ Date: f/ / 4 [ 10 }

s mm dd vy



P

Subject Initials

VLW

Data Collection Form 5A

Subject # | & ' Study No.  03-122085-106
Page No.. - 3i
ADVERSE EVENTS
ymptom Evemt__|OneetDete[End Date o [severy]| Aoten Joutsome et | sianaturaimate
wed bwmps  [Pjos[ o3[ N | || g > c@wﬁ &
%’gg Comment/Note: Dw NW\"@*A “ W @ D ”‘2% ;ea”' K‘utnals

V%

fd

\Md ﬂmmp_zs Mm&mmm_.%&

..L

. Q
L ook Lnoen 7/2ui03, - %))0%
SAE' Action Relation-| Investigator .
Symptom / Event Onset Date| End Date YIN Severity Taken Qutcome ship Signature/Date
Entry . ot
Date Comment/Note: Initials
; SAE' : Action Relation-| Investigator
Symptom / Event Onset Date| End Date YIN Severity Taken Qutcome ship Signature/Date
Entry . v
Date Comment/Note: Initials

Note: Severity, Relationship and Outcome MUST be determined by principal investigator.

Severity: 1=Mild 2=Moderate
Relationship:  1=Definite 2=Probable
Action Taken: 1=None -2=Rx Therapy
Outcome: 1=Resolved w/o

sequelae

lserious Adverse Event/Experience

2=Resolved w/ sequelae 3—Ongomg
(describe)

3=Severe
3=Possible

4=Unrelated

3"Discontinued Study

4=0ther (specify)

4=Death



Data Collection Form 6

HTR Stndy No.: 03-122085-106

FOLLOW-UP VISIT Page No. JTL =~ 319
Visit Code Date Subject Initials Subject Scm“, ’% ) Study #
Permanent # ,
: Follow-up 07/ 22,03 \/ [ = N . ' - -
Visit mm dd vy F M L / g 03-122085-106
Date Subject Entered the Study: Follow-Up Visit Date:
07,15,02 07,283,035
mm dd  yy mm dd vy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema

that may be indicative of a skin infection?

}XYES 3 NO

Clinical Observations: (Include date of onset and descriptions/seve

If yes, complete below:

Sy AoS

/

e~

M

7

Comments:

Has the subject had any health related issues since the treatment procedure?

O YES /XNO

Comments:

if yes, complete below

Medical Consultant’s Signature: Date
- < 7 1 RE03
« NN ) AL mm  dd  yy
7 V [4

-



Data Collection Form 1

HTR Study No.: 03-122085-106

Page No. L - 32

DEMOGRAPHICS/DERMATOLOGICAL/MEDICAL HISTORY FORM

Visit Code

Date

Subject Initials

Subject Screen #:

Study #

Subject
Qualification

DL/ IS, >

NS

mm dd vy

F M L

03-122085-106

Permanent #: ' q

Gender:

0 Male

E{ Female .

Age:

4 5 Years

Does the subject have any of the following at the treatment sites?

I. DERMATOLOGIC DISORDER

N

(-]

Yes

Don't
Know

1. Psoriasis ?

Eczema ?

Skin Cancer ?

Skin Allergies ? Please specify:

el B Boad Bod

Hives ?

NN\

Does the Subject have any of the following (present and past)?

II. OTHER MEDICAL INFORMATION

4
<@

"Yes

Don't
Know

Allergies.? Please specify.

Hepatitis ?

Heart and Vascular Disease?

Liver Disease 7

Kidney Disease ?

Tuberculosis ?

Diabetes ? Controlied? Diet[ ] Oralf ] Iﬁsulin[ ]

Cancer ?

Nl B Bl R B Pl el B e

Auto-immune disease (Lupus erythematosus, thyroiditis, AIDS, etc.) ?

._.
e

Organ transplant ?

RN R LR

11.  Any other condition not listed ? Please specify: }) ack pa‘m M(\&

Y

(4]
=
\

Is the subject taking any medication? If yes, please specify below: S\ Y\\)E’

1. MEDICATION

Yes

Don't
Know

Antibiotics, oral or systemic ?

Cortisone, Steroids, ACTH, Anti-reaction Drugs ?

Heart Medication ?

Insulin ?

\\\\ 2

Ll Rl B B

Other? L g | SOMg. CR ro¥on hday, (Supressnd

——

TR NS FaKun vw,okus

Arnbieac 025 M%ﬂngkmwwd CSIup)
NSO 5™~ Io¥an o naedad Ginus

YZO0NGY. 595 ma Y soninded (nerves)

Commenth

Reeo

Xin 752)m%~

(boaC?/\ Pt

e 7)igez  °

Based on the above medical history, the sub_]ect is: uahﬁed or [J

er\ui 7OMG- FBRLAWDRIN Tz AV s
Not quahfied for the study

S Readacig)

Date:

D7 /5/&3
mm dd

Interviewer's Slgnamreﬁﬂw C ﬁ W

¥y



Data Collection Form 2

HTR Study No.: 03-122085-106
INCLUSION / EXCLUSION FORM

Page No.: -
Visit Code Date Subject Initials | SuPiect Sprsen & Study #
A D
Subject #:
P Quatification SUB/EH | D K |Permanent ‘ 03-122085-106
/ ] mm dd vy f m 1
INCLUSION CRITERIA '
Check one
YES NO Subject:
o 1. Is 18 through 65 years ?
o 2. Has signed informed consent ?
o 3. Is healthy as evidenced by responses on DCF 1 ?
e 4. Has hands and wrists that are free of dermatoses, cuts, lesions, and other skin disorders ¢
- 5. Has fingernails that extend no longer than approximately one (1) mm past the nail bed ? .
/ 6. Is willing to refrain from using antimicrobial soaps (liquids and/or bars) for bathing,

3 showering, and handwashing during the entire study ?

=S

. Is willing to refrain from using anti-dandruff shampoo during the entire stady ?

. Is willing to refrain from using body lotions, medicated/antibacterial lotions, creams, oils, dishwashing

liquids, talcs and other deodorant/antiperspirant products during the entire study, unless prescribed by a
physician for an intercurrent illness ?

[l B |

9. Is willing to refrain from using topical steroids during the entire study, unless prescribed by a
physician for an intercurrent illness ?

10. Is willing to refrain from using topical or systemic antibiotic medication during the entire study,
unless prescribed by a physician for an intercurrent illness ?

11. Is willing to comply with all study protocol requirements ?
EXCLUSION CRITERIA

W NN

Check one -
) YES NO '~ N/A Subject:

1. Is currently participating in another clinical study at this or any other facility ?
. Has participated in any type of hand or arm wash study within the past 7 days ?
. Has cuts, lesions, or other skin disorders on their hands or wrists ?

. Has artificial nails or nail tips?

. Has soap, detergent, antibiotic, Polysporin® and/or perfume allergies 7
Has eczema or psoriasis on their hands or wrists ?
. Is currently pregnant 70 Yes 4 No  Of child-bearing potential, ] Yes 0 No

O Surgically Sterile, year O Post-menopausal, year

If of child bearing potential - B-HCG Test Results; @ negative {1 positive 2122 103 @ ,
8. Is currently lactating ? 7 i

NN

NiajisajwiN

Female | F Male

4]
8
B,
@

9. Has been medically diagnosed as having a medical condition such as: diabetes,
hepatitis, an organ transplant, an immunologic disease such as AIDS (or HIV positive), Lupus
erythematosus, thyroiditis or rheumatoid arthritis ?

10. Has another medical condition which in the opinion of the Investigator would
preclude participation ?

SANAATA

11. Has any responsibility for care of children under age 3, or has responsibilities for diapering, care of
wounds, intravenous management or other bed-ridden related care roles,

/ 12. Has a known sensitivity to isopropy! alcohol or the ingredients in antibacterial soaps ?
{

Based upon dcn;?{ologic evaluation and the information contained in Data Collection Forms 1 and 2, the subject is:
" Qualified O Not Qualified for participation in this study.

Reasons for disqualification: Interviewer’s Initials/Date; &B / 7// 5/03
Invcstigatofls Signature: QM\/ / 6 / Date: Omf i 0d . / Q@\ -
— " : : : v




HTR Study No.: 03-122085-106

Data Collection Form 3 Page No. :1‘_322—
INTERCURRENT ILLNESS / CONCOMITANT MEDICATION FORM
- . soe Subject Screen #: .
Visit Code Date Subject Initials Study #
/28 Y
N Te:e»t 07/ I») D12/ Permanent #:
Period | LZ/A3- —=y% L/LIZ 19 | 03122085106
I. Is skin on subject's hands and wrists still free of dérmatoses, cuts, lesions, .and other skin disorders? E¥es [INo
If no, please indicate condition: _
1. Has subject used non-antibacterial soap and followed the instructions in Appendix B? B’Q [No
If no, please explain:
1. Has subject been ill since the last visit? (Yes (Complete below) 2 No
IV. Has subject used any new oral or topical medication? [(JYes (Complete below) ENO/
Based upon the above responses, the subject is: %aMed {0 Not Qualified to continue on the study.
Reasons for disqualification:
TO BE COMPLETED IF SUBJECT HAS AN INTERCURRENT ILLNESS
Date of Onset: Date Reported: Date Resolved:
Describe condition:
~{ Was reactionrelated to treatment? (INotrelated L] Possibly related [J Definitely related (J Other (explain)
Action Taken: ONone  [J Continued onstudy (] Withdrawn from the study  [J Consulted physician
[0 Medication taken (Complete below) [JHospitalized =~ [J Other (explain)
Additional Comments:
CONCOMITANT MEDICATION
Medication : ; Start Date Stop Date Indication
(Oral or Systemic) Total Daily Dose mm/dd/yy mm/dd/yy (Reason for Taking)
N /I
/A /o
/! A
Comments:

Interviewer’s Signature: W /e Date: 6llm7[1 / Zd? /¢
v




o~

HIR Study No.: 03-122085-106

Data Collection Form 4

HEALTH CARE PERSONNEL HANDWASH BACTERIAL COUNTS
CFU/mL of Sampling Solution

Test Date

Subject Initials

Subject Screen #

Study #

072303

DS

mm dd yy

Permanent #:
F. M L q

03-122085-106

Page No.: -

BASELINE

LEFT HAND DILUTIONS

RIGHT HAND DILUTIONS

10%

10°

10°¢

T\

GO L

o4

TINNC

© el

I

CFU/mL22%10" Counted by : ¥/ 7]

I

10*

107

10°

TG

TAYTC

230
T4

L
N~

CFU/mL. 1 X 10 7Counted‘;}: ﬁﬁé_ﬂ bsﬁ

(1O Dd ek ematfdue s P Co\»vémks\;m K1 95053

LEFT HAND WASH 1 RIGHT HAND
100 10? 10° 10 10! 10?2 10° 10
TROYC | TATC /qgl( 12 TATC | TaTC | Tl ¢d
TNYC | TAYC % T TAYC| TNTC] TATC| 40
TN - TATC —
crumL 9. b X107 Counted by : _&@yﬂ‘%\(ﬁ CFUMmL _4-0 X105  Comtedby: OB /730>

LEFT HAND WASH 11 RIGHT HAND
107! 10 10% 10 10" 102 107 10
YAYC [TNYC] 094 7 TAOTC | TWICT )X+ 19
TNYC [TNYC [ W\Q o) TAYC TPl 1541 Q0
TNYC -~ TNIC -
CFUmL 1- 1 X105 Counted by : ﬁ@lﬂ\}%\‘@ CFU/ML 1A% 10> Counted by : b /2!33_/6’3

Calculations by: 0~/ 7-9b:03 Raw data reviewed by 0 lé 16:1-03
Calculations Verified by: -Q N E_ / 5_'7 2303
*10-! dilution is the sum of 1.0 mL spread across 3 plates.

Underlined values are used for calculation of CFU/mL
TNTC — Too Numerous To Count

Date: 9

//( ) 02

mm

dd vy

Investigator’s Signature% 2 //é\
. y
i !




Data Collection Form 6 HTR Study No.: 03-122085-106

FOLLOW-UP VISIT Page NO.M
Visit Code Date Subject Initials Subject Screen & Study #
| Followup | 07/ 28 1 O3 "D/ L /S |FPermanent# /q 03-122085-106
Visit mm__dd__yy F M L

Date Subject Entered the Study: Follow-Up Visit Date:

07, 15,035 O Bo>

mm dd vy

mm dd vy

Does the subject’s hands have the presence of pimples, blisters, or raised itching bumps surrounded by erythema and/or edema
that may be indicative of a skin infection?

O YES \% NO If yes, complete below:

Clinical Observations: (Include date of onset and descriptions/severity/locations, etc.)

Comments:

Has the subject had any health related issues since the treatment procedure?

0 YES F NO If yes, complete below

Comments:

mimn

I\?Cons nt’s Signature: ' 7 /?Dgi P
_ ‘ / /
- ﬁ/‘/ﬂ ) B ad vy 5
4 V / -



